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Introduction

About this guide

TheOregon Medicaid Pharmaceutical Services PA Critésidesigned to assist the following
providers:
A Prescribing providers seeking approval offeeservice FFS,ofiopen car d o)
prescriptions for Oregon Health PIE@HP)clients
A Pharmaciefilling FFS prescriptions for OHP clients

How to use this guide

The table of contents is not interactive. When viewing this guide electronically, do the
following to quickly access PA criteria:
A Click theBookmarks button in your PDF viewer to view the bookmarks in this guide.
A Click on the bookmark you wish to view to go to that page.
A A plus sign next to the bookmark name means there are additional items hathin t
bookmark. Click the plus sign to see the additional bookmarks.
A To turn pages within the PDF, use the arrow buttons (normally located at the top or
bottom of your PDF viewer).

Administrative rules and supplemental information

Use this guide with thelRarmaceutical Services provider guidelines (administrative rules and
supplemental information), which contain information on policy and covered services specific
to your provider type.

You can find these guidelines at
www.oregon.gov/OHA/HSD/OHP/Pages/PoliPynarmacy.aspx

Update information

Effective July 1, 2022

TheHealth Systems Divisiomade substantive changes to listed criteria, deleted criteria, and
made minor, noisubstantive formatting updates to the entire guide.

Substantive updates and new criteria

1 Finerenone (new)

1 Orphan Drugs

1 Targeted Immune Modulators for Severe Asthma and Atopic Dermatitis (new)
1 Targeted Immune Modulators for Autoimmune Conditions

1 Topical Agents for Inflammatory Skin Conditions (new)

Clerical changes
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http://www.oregon.gov/OHA/HSD/OHP/Pages/Policy-Pharmacy.aspx

Attention Deficit Hyperactivity Disorder (ADHD)

Oncology Drugs

Emergency Drug Coverage for Citizenship Waived Medical (CWM)
Tetracycline (new)

= =4 =4 -4

For questions, contact tiiei v i sPhasnmaéyrogram dmap.rxquestions@state.or.us

General PA information

Overview
For drugs that require PA on Point®dle (POS) claims:

-~

A A new evaluation feature of the Oregon Medicaid POS system, DUR Plus, reviews
incoming POS claims and issues PA when the drug meets appropriate clinical criteria.

A For drugs that do not pass DUR Plus review, pharmacies must coetacesieribing
provider, who then requests PA from the Oregon Pharmacy Call Center.

Drugs requiring PA - See OAR 410-121-0040 for more information

The Divisionmay require PA for individual drugs and categories of drugs to ensure that the
drugs prescribedre indicated for conditions funded by OHP and consistent with the Prioritized
List of Health Services and its corresponding treatment guidelines (see OAR #0880 and
410-141-0520).

DUR Plus review

The Oregon Medicaid POS system initially evaluatesinmng pharmacy claims for basic edits
and audits. If the drug on the claim requires PA and requires DUR Plus evaluation, the claim
passes through a series of clinical criteria rules to determine whether DUR Plus can issue PA
and allow dispensing the drug the client.

DUR Plus checks the current drug claim as
the appropriate criteria.

A If suitable criteria are found, a prior authorization will be systematically created, applied
to the claim, and thdam will be paid. This interactive process occurs with no
processing delays and no administrative work for the pharmacy or prescribing provider.

A If all criteria are not met, the claim will lenied,and PA will be required. The
prescriber will be respwible for requesting PA, using procedures outlined in OAR 410
121-0060.
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How to request PA

For prescriptions covered by (€QO§comtdctithe @E0O0 s
for their PA procedures.

For prescriptions covered 9HA on afeeforrs er vi ce (Aopen car do)
contact information:

For prescriptions and oral nutritional supplements

The Oregon Pharmacy Call Center is available 24 hours per day, seven days a week, 365 da
year and processes PA requests within@4r 1 When calling in a PA request, have the
diagnosis code ready.

Phone: 888022126
Fax: 888346-0178

Refer to PA procedures outlined in OAR 4121-0060.

For emergent or urgent prescriptions that require PA

The Oregon Pharmacy Call Center may authorize u@thouremergency supply for drugs
that require PA, but have no PA on file. Refed1®121-0060(4) Emergency Need.

The Pharmacist may request an emergent or urgent dispensing from the Pharmaent€all C
when the client is eligible for covered #&m-service drug prescriptions.

a) Clients who do not have a PA pending may receive an emergency dispensing-for a 96
hour supply.

b) Clients who do have a PA pending may receive an emergency dispensipgdaa
sevenday supply.

For diabetic supplies (lancets, test strips, syringe and glucose monitor supplies)
Diabetic supplies in excessOHAO s u t iglidelines tequoenPA frortne Division

Health Systems Divisiori Provider Clinical Support Unit
500 Summer St NE, E44

Salem, OR 97301078

5039456821 (direct)

800-642-8635 (instate only)

Use theMSC 3971 form to submit PA requests. Fax the completed form using an EDMS
CoversheetNISC 3970) to one the following fax numbers:

A Routinerequests: 503785814
A Immediate/urgent requests: 58383435
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Client hearings and exception requests

For any PA requests that are denied du@H® criteria not being met, the right of a client to
request a contested case hearing is otherwise prowdstdtote or rule, including OAR 440
141-0264(10).
A This rule describes when a client may request a state hearing. Clients may request a
hearing based upon information included in the PA denial notice.

A Information on how to file an appealagtached to all PA notices to clients and providers
from the Oregon Pharmacy Call Center.

Providers may contact Provider Services at8866016 to file an exception request on a PA
denial. For information regarding OAR 41Q0-1860, efer tothe Divisiam6 s Gener al
www.oregon.gov/OHA/HSD/OHP/Pages/PoliGeneralRules.aspx

DMAP 3978 - Pharmacy Prior Authorization Request

This form is the paper option feubmitting pharmacy PA requests. Prescribers should submit
their PA requests for fer-service prescriptions and oral nutritional supplements with
required documentation to the Oregon Pharmacy Call Center 348381 78.

This formdoes notrequire an EMS Coversheet. This form is also available on the DHS/OHA
website ahttps://sharedsystems.dhsoha.state.or.us/DHSForms/Served/he3978.pdf

Information needed to request PA

Complete the form as follows. The Oregon Pharmacy Call Center may ask for some or all of t
following information, depending upon the class of the drug requested:

DMAP 3978
section Information needed
Section [ Requesting provider name aNational Provider Identifier
1 FQHC/RHC and Al/AN providersAlso enter the pharmacy or clinic NP1 for
your facility
Section I Type of PA Request: Mar k fAiPhar macyo
1 FQHC/RHC and AI/AN providersMar k A Ot her , 0 f ol | ¢
(FQHC, RHC, IHS oiTribal 638)
Section Il Client name and recipient ID number
Section IV: Diagnosis code
Section V: Drug name, strength, size and quantity of medication
T Participating phar macy: Il nclude t
number (ifavailable)
Section VI: Date of PA Request Begin and End Dates of Service
Section VII: Complete for EPIV and oral nutritional supplements only
Section VIII: Complete for oral nutritional supplements only
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HEALTH SYSTEMS DIVISION
Medicaid Programs

¢alth

Authorit v

Prior Authorization Request for Medications and Oral Nutritional Supplements

Oregon Pharmacy Call Center

588-346-0178 (fax);, 888-202-2126 (phone)

Confidentiality Motice: The informafion contained in this request is confidential and legally privileged. It is intended
only for use of the recipient(s) named. If you are not the intended recipient, you are hereby notified that the disclosure,
copying, disfribution, or taking of any action jg reaard fo the contents of this fax document - except ifs direct delivery to
the intended recipient - is strictly prohibited. If you received this request in error, please nofify the sender immediately
and destroy all copies of this request along with its contenis and delete from your system, if applicable.

Fax to:

Instructions: Complete all fields marked with an asterisk (*), if applicable.

| — Request information

Requesting provider's name* MPI*

Contact name Contact phone - -
Contact fax - -

Type of PA request™ (assignment code - check aporopriate box):

] Pharmacy [] Oral nutritional supplements ] Physician-administered drug
] Other (please specify):

Client ID* Client name (Last, First M)

Date of request fr Client date of birth* fr

Processing timeframe (sefect one):  [C] Routine [C] Uraent (72 hours) ] iImmediate (24 hours)
Supporting justification for urgentimmediate processing:

Il — Service information

Estimated length of treatment®: If neither box is [ Maximum allowed by criteria

checked, OHA will approve the maximum allowed. [] Limited duration {please specify end date below)
Start date* ol End date o

Frimary diagnosis Frimary diagnosis code®

Frequency

Other pertinent diagnosis (Tor prescripfions and oral nuintional supplements, list all applicable diagnosis codes
ar contrbuting facfors causing or exacerbating a funded condition, including any refevant comorbid conditions
or impacts on growth, fearming or development):

lll — Drug/product Information

Mame *Strength Cluantity
*MNDC
Participating pharmacy:
Mame Fhone number Date f
Page 1 of 2 OHP 3973 (D6/2022]
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IV - Line item information — Required for oral nutritional supplements

Line | Procedure Total

ltem | Code Modifier | Description Units From To Dollars

1

2

3

4

o]

Total Units 1] Total Dollars $0

V — Patient questionnaire — Complete for oral nutritional supplements only

|5 the patient fed via G-tube? O yes [No
Is the patient currently on oral nutritional supplements? Cyes [CINo

— I ¥Yes, date product started:
—  How is it supplied {e.q., self-pay, mendsfamily suppiyl?

Does the patient have failure to thrive (FTT)? [lyes [JNo
Does the patient have a long history (more than one year) of malnutrition and cachexia? Clyes [JNo
Does the patient reside in a long-term care facility or chronic home care facility? Cyes [CMo
— [l ¥es, list name of residence:

Does the patient have:

— Increased metabolic need from severs trauma (e.q., severe bum, major fracture)? O ves [No

— Malabsorption difficulties (e.g., Crohn's disease, cystic fibrosis, short gut syndrame, Oyes [JNo
bowel resectiondemoval, gastric bypass, renal dialysis, dysphagia, achalasia)?

— A diagnosis that requires addifional calories and/or protein intake fe.g., cancer, AIDS, [yes [ No
pulmonary insufficiency, M5, ALS, Parkinson’s, cerebral palsy, Aizheimers)?

— If Yes, list the diagnosis code(s):
Date of last MD assessment for confinued use of supplements:
Date of Registered Distician visit indicating inadequate intake with reqular, linuefied or pureed foods:

Serum protein level: Date taken:
Albumin level: Date taken:
Current weiaht Mormal weiaht:

Section VI — Complete for Citizenship Waived Medical (CWM) prescriptions only
s the drug prescribed in conjunction with a behavioral health crisis visit (e.g., CPTcodes [JYes [ No
G0539 & 90840)7 If ¥es, visit date:

Is the drug needed to help the patient tolerate or complete cancer therapy? [Jyes [INo
Is the drug an immunosuppressant for a kidney transplant? Cyes [INo

Written justification and attachments:

Requesting physician's signature:

Signature Date
Page 2 of 2 OHP 3978 (06/2022]
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PA criteria for fee-for-service prescriptions

About the PA criteria

The following pages include specific drugs, goals or directives in usage, length of authorizatic
covered alternatives, approval criteria and more.

T he Di \prosautieonzation policy is reviewdny the Oregon Pharmacy and Therapeutic
Committee (P&TCommitte@ and is subject to the Oregon Administrative Rukding process.

A To learn more about the P&T Committee, please thsitneb page at
http://www.oregon.gov/OHA/HSD/OHP/PagesHZbmmittee.aspx

A For summaries of P&T Committee recommendations approved by OHA for policy
implementation, view the OHA Recommendations posted at
http://www.oregon.gov/OHA/HSD/OHP/PagesZbmmittee.aspx

Contact for questions about PA policy

For general questions abdbe Divisiord prior authorization policyor fee-for-service
prescriptions, pleassontact:

Roger A. Citron, RPh

OSU College of Pharmacy

Drug Use Research & Management at
OHA Health Systems Division

500 Summer Street NE;-85

Salem, OR 97301079

roger.a.citron@state.or.us

Voicemall: 503947-5220
Fax: 5039471119
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Acne Medications

Goal(s):

1 Ensure that medications for acne are used appropriately for OHP-funded conditions.

Length of Authorization:

1 Upto 12 months

Requires PA:

1 All drugs in the Acne medications class

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated?

Record ICD10 code.

HERC guideline notes 65 and 132 describe
funding status based on disease severity:
https://www.oregon.gov/oha/HPA/DSI-
HERC/SearchablePLdocuments//Prioritized-
List-GN-132.docx
https://www.oregon.gov/oha/HPA/DSI-
HERC/SearchablePLdocuments//Prioritized-
List-GN-065.docx

2. Is the request for an FDA-approved Yes: Go to #3 No: Pass to RPh.
indication? Deny; medical
appropriateness
3. Is the diagnosis funded by OHP? Yes: Goto #4 No: Pass to RPh.

Deny; not funded by
the OHP.

. Will the prescriber consider a change to a

preferred product?

Message:

1 Preferred products are evidence-based
reviewed for comparative effectiveness
and safety by the Oregon Pharmacy &
Therapeutics Committee.

Yes: Inform prescriber
of covered alternatives
in class and process
appropriate PA.

No: Approve for 12
months.

P&T/DUR Review: 02/21 (SF); 06/2020 (SF); 11/18 (JP)
Implementation: 7/1/20; 1/1/1

Oregon Medicaid PA Criteria
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Goal(s):
1 To support medically appropriate use of Alzheimer Dementia drugs (as designated by the FDA)
1 Tolimitoff-l abel wuse of Al zhei merds Dementia drugs

Length of Authorization:
1 Up to 6 months

Requires PA:
1 Pharmacy and physician administered claims

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1. Aducanumab Dosing and ARIA Monitoring

IV Infusion ARIA Monitoring

(every 4 weeks)

Infusion 1 and 2 1 mg/kg MRI 90 days prior to Infusion 1
:2;3::82 g Z:g g 2 :g;:ﬁg MRI 28 days prior to Infusion 7
Infusion 7 to 11 10 mg/kg MRI 28 days prior to Infusion 12
After Infusion 12 10 mg/kg MRI annually

ARIA = asymptomatic amyloid related imaging abnormalities; IV = intravenous; MRI = magnetic resonance
imaging

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. lIs this being used for treatment of a patient | Yes: Go to #3 No: Pass to RPh.
di agnosed with Al ANDe Deny; medical
has the prescriber ruled out other types of appropriateness

dementia (e.g., vascular dementia, Lewy
body, and frontotemporal)?

3. Is the diagnosis funded by OHP? Yes: Go to #4 No: Pass to RPh.
Deny; not funded by
the OHP.
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Approval Criteria

4. Will the prescriber consider a change to a
preferred product?

Message:

1 Preferred products do not require a PA.

1 Preferred products are evidence-based
reviewed for comparative effectiveness
and safety by the Oregon Pharmacy &
Therapeutics Committee.

covered alternatives in
class.

Yes: Inform prescriber of

No: Go to #5

5. Is the request for continuation of therapy in
a patient previously approved by FFS?

Yes: Go to Renewal
Criteria

No: Go to #6

6. Is the therapy prescribed by or in Yes: Go to #7 No: Pass to RPh.
consultation with a neurologist? Deny; medical
appropriateness
7. Is there documented evidence that the Yes: Go to #8 No: Pass to RPh.

patient has mild cognitive impairment due
to Al zhei
dementia as evidenced by the following
assessments performed within the last 6
months:

91 Clinical Dementia Rating (CDR)-Global
Score of 0.5; AND

1 Objective evidence of cognitive
impairment at screening; AND

1 Mini-Mental Status Exam (MMSE) score
between 24 and 30 (inclusive); AND

1 Positron Emission Tomography (PET)
scan positive for amyloid beta plaque or
presence of amyloid confirmed in
cerebrospinal fluid (CSF)?

me rndld Aldz Is e ial

Document test results.

Deny; medical
appropriateness

There is insufficient
evidence for use of

this agent in treating
moderate or severe
AD

8. Has the patient received a baseline brain Yes: Go to #9 No: Pass to RPh.
magnetic resonance imaging (MRI) within Deny; medical
90 days prior to initiating treatment with appropriateness
no evidence of pre-treatment localized
superficial siderosis or brain hemorrhage?
Oregon Medicaid PA Criteria 16 July 1, 2021



Approval Criteria

9. Has the prescriber assessed and Yes: Record baseline No: Pass to RPh.
documented baseline disease severity measurement. Deny; medical
within the last 6 months utilizing an appropriateness
objective measure/tool (e.g., MMSE, Go to #10

Alzheimer's Disease Assessment Scale-
Cognitive Subscale [ADAS-Cog-13],
Alzheimer's Disease Cooperative Study-
Activities of Daily Living Inventory-Mild
Cognitive Impairment version [ADCS-ADL-
MCI], Clinical Dementia Rating-Sum of
Boxes [CDR-SB], or other validated AD
patient monitoring tool)?

10.Has the prescriber scheduled additional Yes: Record scheduled No: Pass to RPh.
brain MRIs to be obtained as outlined in appointment dates: Deny; medical
Table 1 to evaluate for the presence of appropriateness

asymptomatic amyloid related imaging
abnormalities

[ARIA-E]-edema (brain swelling)
and/or Goto #11
[ARIA-H]-hemosiderin deposition (brain
bleeding or protein deposits on brain/spinal
cord)?

11.Has the prescriber ruled out the presence of | Yes: Approve forupto 6 | No: Pass to RPh.

any vascular abnormalities which may months. Deny; medical
increase bleeding risk/ARIA appropriateness
AND

has the patient been screened to ensure
they are not currently receiving
anticoagulant or antiplatelet therapy
(excluding aspirin 81 mg)?
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Renewal Criteria

amyloid reduction compared to baseline

1. Is there documented evidence that the Yes: Go to #2 No: Pass to RPh.
patient has mild cognitive impairment due Deny; medical
to Al zheimero6s disea appropriateness
dementia as evidenced by the following
assessments performed within the last 30
days:

1 Clinical Dementia Rating (CDR)-
Global Score of 0.5; AND

1 Objective evidence of cognitive
impairment at screening; AND

1 Mini-Mental Status Exam (MMSE)
score between 24 and 30 (inclusive)

2. Is there documented evidence of follow-up | Yes: Go to #3 No: Pass to RPh.
MRIs performed and/or scheduled as Deny; medical
recommended in Table 1 for therapy safety appropriateness
surveillance?

3. Is there documented evidence of beta- Yes: Go to #4 No: Pass to RPh.

Deny; medical

confirmed by post-infusion brain imaging or appropriateness
CSF testing?

4. Was there an adverse event (ARIA-H or Yes: Pass to RPh. No: Go to #5
ARIA-E [brain microhemorrhage, Deny; medical
superficial siderosis, or edema], appropriateness
hypersensitivity reaction, etc.) observed or
reported with aducanumab therapy?

5. Has the patient received at least 6 months | Yes: Go to #6 No: Approve remaining
of uninterrupted aducanumab therapy? duration of the 6-month

titration period
Oregon Medicaid PA Criteria 18 July 1, 2021



Renewal Criteria

6. Is there documentation that, compared to Yes: Approve forup to | No: Pass to RPh.
baseline assessment, aducanumab 6 months Deny; medical
therapy has resulted in: appropriateness

f cognitive or functional improvement | Document benefit

OR

disease stabilization OR

reduction in clinical decline

compared to the natural disease
progression?

T
il

The same clinical measure used to assess AD
(e.g., CDR-SB, MMSE, ADAS-Cog-13, ADCS-
ADL-MCI, etc) is recommended to document
clinical benefit.

P&T/DUR Review: 10/21 (DE)
Implementation: 1//1/22
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Amifampridine
Goal(s):

1 Promote safe and effective use of amifampridine in the treatment of LEMS symptoms

Length of Authorization:
1 Initial: 14 days

 Renewal: 1 to 3 months

Requires PA:
1 Amifampridine

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1: Maximum Recommended Dose

Minimum Single Cumulative
Formulation age Dose Daily
(years) Maximum Maximum
R _ <45 15 mg 50 mg
uzurgi® 26 > 45 30 mg 100 mg
Firdapse® > 18 20 mg 80 mg
Approval Criteria
1. What diagnosis is being treated? Record ICD10 code.
2. Is the request for continuation of therapy | Yes: Go to Renewal No: Go to #3
previously approved by the FFS Criteria
program?
3. Is the diagnosis for Lambert-Eaton Yes: Go to #4 No: Pass to RPh. Deny;
Myasthenic Syndrome (LEMS)? medical appropriateness
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Approval Criteria

4. Is the request for a non-preferred product
and will the prescriber consider a change
to a preferred product?

Message:

1 Preferred products are reviewed for
comparative effectiveness and safety
by the Oregon Pharmacy and
Therapeutics Committee.

Yes: Inform prescriber

of preferred
alternatives.

No: Goto#5

5. Is the medication being prescribed by or
in consultation with a neurologist?

Yes: Go to #6

No: Pass to RPh. Deny;
medical appropriateness

claims that the patient has active brain
metastases?

Deny; medical
appropriateness

6. Is there evidence based on chart notes or | Yes: Pass to RPh. No: Go to #7
claims that the patient has a seizure Deny; medical
disorder diagnosis or history of seizures? | appropriateness

7. Is there evidence based on chart notes or | Yes: Pass to RPh. No: Go to #8

8. Does the patient have a documented
baseline ECG in the past 12 months
demonstrating a QT interval < 450
milliseconds?

Yes: Go to #9

No: Pass to RPh. Deny;
medical appropriateness

9. Is the amifampridine dose within the
appropriate limits? (See Table 1 in
criteria)

Yes: Go to #10

No: Pass to RPh. Deny;
medical appropriateness

10.Has the patient been assessed with a
baseline quantitative myasthenia gravis
(QMG) exam (score>5), 3TUG walking

Yes: Goto #11

Document baseline

No: Pass to RPh. Deny;
medical appropriateness

test, or other validated measure of LEMS | results.
patient physical functioning?
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Approval Criteria

11.Does the patient have follow-up Yes: Go to #12 No: Pass to RPh. Deny;
appointments scheduled during weeks 1 medical appropriateness
and 2 after the proposed therapy initiation | Document
date? appointment dates.

12. Will the patient and provider comply with | Yes: Approve for 2 No: Pass to RPh. Deny;
all case management interventions and weeks medical appropriateness
adherence monitoring requirements
required by the Oregon Health Authority?

Renewal Criteria

1. Has the patient been taking amifampridine | Yes: Document No: Pass to RPh. Deny;
for O1 week AND has |follow-up medical appropriateness
documented improvement from baseline in | assessment scores
ambulation or physical functioning as
assessed via the 3TUG, QMG score, or Go to #2
other validated LEMS assessment scale?

2. Is the amifampridine dose within Yes: Go to #3 No: Pass to RPh. Deny;
appropriate limits? medical appropriateness

(See Table 1 in criteria)

3. Has the patient experienced any new Yes: Pass to RPh. No: Go to #4
adverse effects since starting Deny; m_edical
amifampridine therapy (e.g. seizures, appropriateness

arrhythmias)?

4. Does the patient have documented Yes: Go to #5 No: Pass to RPh. Deny;
evidence of >90% adherence to medical appropriateness
amifampridine for the previous approval
period?

5. Has the patient been on >30 days of Yes: Approve for 3 No: Approve for 30 days;
continuous amifampridine therapy? months Renewal consideration

will require documentation
of tolerance, clinical
benefit, and adherence.

P&T/DUR Review: 11/19 (DE)
Implementation: 1/1/2019
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Amikacin Liposome Inhalation Suspension

Goal(s):

T

Limit the use of amikacin liposome inhalation suspension to adult patients with limited or no
alternative treatment options, for the treatment of Mycobacterium avium complex (MAC) lung
disease as part of a combination antibacterial drug regimen in patients who do not achieve
negative sputum cultures after a minimum of 6 consecutive months of a multidrug background
regimen therapy.

Length of Authorization:

T

6-month initial approval; Up to 12 months renewal

Requires PA:

T

Amikacin Liposome Inhalation Suspension (ALIS)

Covered Alternatives:

)l
)l

Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1.

Is this a request for continuation of therapy | Yes: Go to Renewal No: Go to #2
previously approved by the FFS program? | Criteria

Is this request for treatment of an adult >18 | Yes: Record ICD10 No: Pass to RPh.
years of age with Mycobacterium avium code. Goto #3. Deny; medical
complex (MAC) lung disease verified appropriateness.

through sputum culture?

Is this agent being prescribed by or in Yes: Go to #4 No: Pass to RPh.
consultation with an infectious disease Deny; not funded by
specialist, pulmonologist, or a specialist in the OHP.

the treatment of MAC lung infections?

Has the patient been adherent for the past | Yes: List the antibiotic | No: Pass to RPh.

6-months to a course of a guideline-based | regimen. Deny; medical
3-drug antibacterial treatment regimen Goto#5 appropriateness.
including a macrolide, a rifamycin, and

ethambutol? 6-month trial of

guideline-based, 3-
drug antibacterial
regimen is required
before starting
amikacin liposome
inhalation suspension.
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Approval Criteria

5. Will the patient be using amikacin liposome | Yes: Approve for 6 No: Pass to RPh.
inhalation suspension as add on therapy to | months. Deny; medical
a guideline-based, 3-drug antibacterial appropriateness.
MAC treatment regimen as described in Dose not to exceed 1
question #47? vial per day (590 mg/8.4 | Concurrent guideline-
ml vial). based,

3-drug antibacterial
Renewal consideration | MAC regimen is

will require required per product
documentation of labeling.

monthly MAC sputum
cultures and regimen

adherence.

1. Has the patient experienced evidence of Yes: Pass to RPh. No: Go to #2
respiratory adverse effects since treatment | Deny; medical
initiation such as hypersensitivity appropriateness.
pneumonitis, hemoptysis, bronchospasm,
or exacerbation of underlying pulmonary
disease?

2. Has the patient been adherent to both Yes: Goto #3 No: Pass to RPh.
amikacin LIS and guideline-based Deny; medical
background MAC antibiotic regimen? appropriateness.

3. Is there documentation of at least 3 Yes: Document results | No: Pass to RPh.
consecutive negative monthly sputum of sputum culture. Deny; medical
cultures in the first 6 months of amikacin - appropriateness.
LIS therapy or a minimum of 2 consecutive Q%r;]rt%\ée for additional 3
negative monthly sputum cultures in the '
last 2 months of amikacin LIS therapy? Therapy not to exceed

12 months after
converting to negative
sputum status (>3
consecutive negative
MAC cultures).

P&T/DUR Review: 11/19 (DE)
Implementation: 1/1/2020
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Analgesics, Non-Steroidal Anti-Inflammatory Drugs

Goal(s):

1 To ensure that non-preferred oral and nasal spray NSAIDs are used for conditions funded by the

OHP.

1 Restrict ketorolac to short-term use (5-day supply every 60 days) per the FDA black boxed

warning.

Length of Authorization:

1 Upto 12 months

Requires PA:

1 Non-preferred oral and nasal spray NSAIDs.
1 Ketorolac: Maximum of one claim per 60 days, with a maximum 20 tablets/5-day supply or 126

Preferred Alternatives:

mg/day for nasal spray (maximum 5-day combined duration of treatment every 60 days).

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1.

What diagnosis is being treated?

Record ICD10 code.

2.

Is the diagnosis funded by the Oregon
Health Plan?

Yes: Go to #3

No: Pass to RPh.
Deny; not funded by
the OHP

ketorolac within 60 days (200 mg total over
5 days for tablets, 630 mg total over 5 days
for the nasal spray)?

Deny; medical
appropriateness.

3. Is this a request for ketorolac, new or Yes: Document prior No: Go to #5
continuation of current therapy (i.e. filled therapy in PA record.
prescription within prior 90 days)? Verify Go to #4.
via pharmacy claims.

4. Is request for more than a 5-day supply of | Yes: Pass to RPh. No: Go to #5

= =

Will the prescriber consider switching to a
preferred product?

Message:
Preferred products do not require PA.

Preferred products are evidence-based
and reviewed for comparative effectiveness
& safety by the Pharmacy and
Therapeutics (P&T) Committee.

Yes: Inform prescriber
of covered alternatives
in class.

No: Approve for up to
12 months.

P&T Review:
Implementation:

1/1/15, 1/1/14, 5/14/12, 1/1/10

Oregon Medicaid PA Criteria
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Anifrolumab-fnia

Goal(s):

M Promote use that is consistent with medical evidence.

Length of Authorization:
1 Up to 6 months

Requires PA:
1 Anifrolumab-fnia physician administered and pharmacy claims

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
M Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD-10 code.
2. Is this an FDA approved indication? Yes: Go to #3 No: Pass to RPh. Deny;
medical appropriateness
3. Is the diagnosis funded by OHP? Yes: Go to #4 No: Pass to RPh. Deny;
not funded by the OHP.
4. Does the patient have severe active Yes: Pass to RPh. No: Go to #5
central nervous system lupus or severe, Deny; medical
active lupus nephritis? appropriateness
5. Is this a request for continuation of Yes: Go to Renewal No: Go to #6
therapy previously approved by fee-for- Criteria

service (FFS)?

6. Is the patient currently on other biologic Yes: Pass to RPh. No: Goto#7
therapy? Deny; medical
appropriateness.
7. ls the drug being prescribed by or in Yes: Goto#8 No: Pass to RPh. Deny;
consultation with a rheumatologist, medical appropriateness

nephrologist, or a provider with experience
treating SLE?
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Approval Criteria

1
1

8. Does the patient have a baseline
assessment of SLE disease activity
available using one of the following
functional assessment tools:

SLE Index Score (SIS)

British Isles Lupus Assessment Group
(BILAG)

Systemic Lupus Activity Measure
(SLAM)

Systemic Lupus Erythematosus
Disease Activity Score (SLEDAI or
modified versions, e.g. SLEDAI-2K,
SELENA-SLEDAI)

Physicians Global Assessment (PGA)
Systemic Lupus International
Collaborating Clinic (SLICC) Damage
Index

Yes: Goto#09.
Document baseline
assessment

No: Pass to RPh. Deny;
medical appropriateness

T
il
T

9. Is the patient currently taking ALL of the
following or have a documented
contraindication:

Hydroxychloroquine
Glucocorticoids (e.g. prednisone)
Methotrexate OR Azathioprine OR
Mycophenolate

Yes: Approve for 6
months.

No: Pass to RPh. Deny;
medical appropriateness.

Renewal Criteria

1. Is the patient currently on other biologic
therapy?

Yes: Pass to RPh.
Deny; medical
appropriateness.

No: Go to #2

Oregon Medicaid PA Criteria
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Renewal Criteria

2. Has the patient s SLYes:Approve for6 No: Pass to RPh; Deny;
improved or stabilized as assessed by one | months. medical appropriateness.
of the following functional assessment
tools:

1 SLE Index Score (SIS)

1 British Isles Lupus Assessment
Group (BILAG)

1 Systemic Lupus Activity Measure
(SLAM)

1 Systemic Lupus Erythematous
Disease Activity Score (SLEDAI or
modified versions, e.g. SLEDAI-2K,
SELENA-SLEDAI)

1 Physicians Global Assessment (PGA)

1 Systemic Lupus International
Collaborating Clinic (SLICC) Damage
Index

P&T/DUR Review: 2/22 (SF)
Implementation: 4/1/22
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Goal(s):

1 Promote use of preferred antiemetics.
1 Restrict use of costly antiemetic agents for appropriate indications.

Length of Authorization:
1 Up to 6 months

Requires PA:
1 Non-preferred drugs will be subject to PA criteria.

Covered Alternatives:
M1 Preferred alternatives listed at www.orpdl.org

Approval Criteria

1. What is the diagnosis being treated? Record ICD10 Code.

2. Will the prescriber consider a change Yes: Inform prescriber of No: Go to #3
to the preferred product? covered alternatives in class.
Message:
9 Preferred products do not require a
PA.

9 Preferred products are evidence-
based reviewed for comparative
effectiveness and safety by the
Pharmacy and Therapeutics (P&T)
Committee.

3. Is the request for Yes: Go to #4 No: Go to #5
doxylamine/pyridoxine (Diclegis® or
Bonjesta) for pregnancy-related
nausea or vomiting?

4. Has the patient failed a trial of Yes: Approve forup to 3 No: Pass to RPh; deny and
pyridoxine? months recommend a trial of
Message: pyridoxine.

9 Preferred vitamin B products do not
require a PA.

1 Preferred products are evidence-
based reviewed for comparative
effectiveness and safety by the
Pharmacy and Therapeutics (P&T)

Committee.
5. Is the request for dronabinol Yes: Go to #6 No: Go to #7
(Marinol®)?
6. Does the patient have anorexia Yes: Approve forup to 6 No: Go to #7
associated with HIV/AIDS? months.*
7. Does the patient have a cancer Yes: Approve for up to 6 No: Go to #8
diagnosis AND receiving months.

chemotherapy or radiation?
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8. Does patient have refractory
nausea/vomiting that has resulted in
hospitalizations or ED visits?

Yes: Approve forup to 6
months.*

No: Go to #9

9. Has the patient tried and failed, or
have contraindications, to at least 2
preferred antiemetics?

Yes: Approve forup to 6
months.*

No: Pass to RPh. Deny;
medical appropriateness.
Must trial at least 2 preferred

antiemetics

* If the request is for dronabinol (Marinol®) do not exceed 3 doses/day for 2.5 mg and 5 mg strengths and 2

doses/day for the 10 mg strength.

P&T/DUR Review: 2/21 (KS); 9/17; 1/17; 1/16; 11/14; 9/09; 2/06; 2/04; 11/03; 9/03; 5/03; 2/03

Implementation: 1/1/18; 4/1/17; 2/12/16; 1/1/15; 1/1/14; 1/1/10; 7/1/06; 3/20/06; 6/30/04; 3/1/04; 6/19/03; 4/1/03
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Antifungals

Goal(s):

1 Approve use of antifungals only for OHP-funded diagnoses. Minor fungal infections of skin,
such as dermatophytosis and candidiasis are only funded when complicated by an

immunocompromised host.

Length of Authorization:
i See criteria

Requires PA:
1 Non-preferred drugs

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1: Examples of FUNDED indications (12/16/21

ICD-10 | Description
B37.3 Candidiasis of vulva and vagina
B37.1 Candidiasis of the lung
B37.7 Disseminated Candidiasis
B37.5-37.6, B37.81-37.84, e - .
B37.89-37 90 Candidiasis of other specified sites

B38.0-B38.4, B38.7, B38.9

Coccidiomycosis various sites

B39.0-39.5, B39.9, G02, 132, 139,
J17

Histoplasmosis

B40.9,B41.0, B41.9, B48.0

Blastomycosis

B42.0-42.9,, B43.9, B44.9-45.0,
B45.7, B45.9, B46.9, B48.1-48.2,
B48.8, B49

Rhinosporidiosis, Sporotrichosis, Chromoblastomycosis,
Aspergillosis, Mycosis Mycetomas, Cryptococcosis,
Allescheriosis, Zygomycosis, Dematiacious Fungal Infection,
Mycoses Nec and Nos

B48.8

Mycosis, Opportunistic

B44.81

Bronchopulmonary Aspergillus, Allergic

N73.9-75.1, N75.9, N76.0-N77.1

Inflammatory disease of cervix vagina and vulva

L03.019,L03.029, L03.039,
L03.049

Cellulitis and abscess of finger and toe

P37.5

Neonatal Candida infection

B37.42,B37.49

Candidiasis of other urogenital sites

L2.083, L2.10-2.11, L21.8-21.9,

Description
Erythematosquamous dermatosis

L22

Diaper or napkin rash

L20.0-20.84, L20.89-20.9

Other atopic dermatitis and related conditions

L24.0-24.2, L25.1-25.5, L57.8,
L57.9,
L23.0, L23.81, L24.81, L25.0,

L25.2, L25.8-25.9, L55.1-55.2 ,

Contact dermatitis and other eczema
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L56.8, L58.9

L53.0-53.2, L51.0, L51.8-51.9,

L52,L71.0-71.1, L71.8, L93.0, Erythematous conditions

L93.2, L49.0-L49.9, L26, L30.4,

L53.8,192.0,195.1,L98.2, L53.9

L43.8,0.44.1-44.3, L44.9,0L66.1 Lichen Planus

L70.0-70.2, L70.8 Rosacea or ache

B35.1 Tinea unguium (onychomycosis)
B36.0 Pityriasis versicolor

B36.2 Tinea blanca

B36.3 Black piedra

B36.8, B36.9 Mycoses, superficial

B37.2 Cutaneous candidiasis

B37.9 Candidiasis, unspecified

R21 Rash and other nonspecific skin eruption

Table 3: Criteria driven diagnoses (12/16/21

ICD-10 Description
B35.0 Dermatophytosis of scalp and beard (tinea capitis/ tinea barbae)
B35.2 Dermatophytosis of hand (tinea manuum)
B35.6 Dermatophytosis of groin and perianal area (tinea cruris)
B353 Dermatophytosis of foot (tinea pedis)
B35.5 Dermatophytosis of body (tinea corporis / tinea imbricate)
B35.8 Deep seated dermatophytosis
B35.8-B35.9 Dermatophytosis of other specified sites - unspecified site
B36.1 Tinea nigra
,B37.83 Candidiasis of mouth
Approval Criteria
1. What diagnosis is being treated? Record ICD10 code
2. Is the diagnosis funded by OHP? (See Yes: Go to #3 No: Go to #4

examples in Table 1).

3. Will the prescriber consider a change to a | Yes: Inform prescriber of | No: Approve for 3
preferred product? preferred alternatives. months or course of
Message: treatment.

91 Preferred products do not require PA.
91 Preferred products are evidence-based
reviewed for comparative effectiveness

and safety.
4. Is the prescriber a hematology, oncology or | Yes: Approve for 3 No: Go to #5
infectious disease specialty prescriber months or course of

requesting voriconazole or posaconazole? | treatment.
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Approval Criteria

immunosuppressive drug? Document
drug.

Pass to RPh for evaluation if drug not in
list.

Immunosuppressive drugs include but are
not limited to:

azathioprine leflunomide
basiliximab mercaptopurine
cyclophosphamide methotrexate
cyclosporine mycophenolate
etanercept rituximab
everolimus sirolimus
hydroxychloroquine tacrolimus
infliximab

(immunocompromised
patient)

9 Course of treatment.

1 If length of therapy is
unknown, approve for
3 months.

ORAL & TOPICAL

5. Is the diagnosis not funded by OHP? Yes: Pass to RPh. No: Got to #6
(see examples in Table 2). Deny; not funded by OHP
6. Is the diagnosis funded by OHP if criteria Yes: Go to #7 No: Go to #9
are met?
(see examples in Table 3).
7. Is the patient immunocompromised Yes: Record ICD-10 No: Go to #8
(examples below)? code. Approve as follows:
1 Does the patient have a current (not | (immunocompromised
history of) diagnosis of cancer AND | patient)
is currently undergoing
Chemotherapy or Radiation? ORAL & TOPICAL
Document therapy and length of 9 Course of treatment.
treatment. OR 1 If length of therapy is
1 Does the patient have a diagnosis of unknown, approve
HIV/AIDS? OR for 3 months.
91 Does the patient have sickle cell
anemia?
i Poor nutrition, elderly or chronically
in?
i Other conditions as determined and
documented by a RPh.
8. Is the patient currently taking an Yes: Approve as follows: | No: Pass to RPh.

Deny; not funded by
the OHP
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Approval Criteria

9. RPh only: All other indications need to be evaluated to see if it is an OHP-funded diagnosis:

1 If funded: may approve for treatment course with PRN renewals. If length of therapy is
unknown, approve for 3-month intervals only.
1 If not funded: Deny; not funded by the OHP.
o Deny non-fungal diagnosis (medical appropriateness)
o Deny fungal ICD-10 codes that do not appear on the OHP list pending a more specific
diagnosis code (not funded by the OHP).
o Forward any fungal ICD-10 codes not found in the Tables 1, 2, or 3 to the Lead
Pharmacist. These codes will be forwarded to DMAP to be added to the Tables for future
requests.

P&T Review: 2/22 (KS); 11/19 (KS); 7/15; 09/10; 2/06; 11/05; 9/05; 5/05
Implemented: 4/1/22; 5/1/16; 8/15; 1/1/11; 7/1/06; 11/1/0; 9/1/0
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Ant i

Goals:

hi st ami

1 Approve antihistamines only for conditions funded by the OHP.
1 Allergic rhinitis treatment is covered by the OHP only when complicated by other diagnoses

(e.g. asthma, sleep apnea).

nes

1 Promote use that is consistent with Oregon Asthma Guidelines and medical evidence.
http://public.health.oregon.gov/DiseasesConditions/ChronicDisease/Asthma/Pages/index.aspx

Length of Authorization:
1 6 months

Requires PA:

1 Non-preferred oral antihistamines and combinations

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated?

Record ICD10 code.

2. Will the prescriber consider a change to a

preferred product?

Message:

1 Preferred products do not require a PA.

1 Preferred products are evidence-based
reviewed for comparative effectiveness
and safety by the Oregon Pharmacy &
Therapeutics Committee.

Yes: Inform prescriber
of covered alternatives
in class.

No: Go to #3

3. Does patient have a diagnosis of allergic
rhinitis, allergic conjunctivitis, or chronic
rhinitis/pharyngitis/nasopharyngitis?

Yes: Go to #4

No: Go to #8

4. Does the patient have asthma or reactive
airway disease exacerbated by
chronic/allergic rhinitis or allergies?

Yes: Go to #5

No: Go to #6
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Approval Criteria

5.

Does the drug profile show an asthma
controller medication (e.g. ORAL inhaled
corticosteroid, leukotriene antagonist, etc.)
and/or inhaled rescue beta-agonist (e.g.
albuterol) within the last 6 months?

Keep in mind: albuterol may not need to be
used as often if asthma is controlled on
other medications.

Yes: Approve for 6
months

No: Pass to RPh.
Deny; medical
appropriateness.

Oregon Asthma
guidelines recommend
all asthma clients have
access to rescue
inhalers and those with
persistent disease
should use anti-
inflammatory medicines
daily (preferably orally
inhaled
corticosteroids).

Does patient have other co-morbid
conditions or complications that are
funded?

1 Acute or chronic inflammation of the
orbit

Chronic Sinusitis
Acute Sinusitis
Sleep apnea
Wegener 6s

= =4 -8 9

Gr anul omaé

Yes: Document ICD-10
codes. Go to #7

No: Pass to RPh.
Deny; not funded by
the OHP

Does patient have contraindications (e.g.
pregnancy), or had insufficient response to
available alternatives? Document.

Yes: Approve for up to
6 months

No: Pass to RPh.
Deny; medical
appropriateness

Is the diagnosis COPD or Obstructive
Chronic Bronchitis?

Yes: Pass to RPh.
Deny; medical
appropriateness.
Antihistamine not
indicated.

No: Go to #9

9.

Is the diagnosis Chronic Bronchitis?

Yes: Pass to RPh.
Deny; not funded by the
OHP

No: Pass to RPh. Go to
#10

1 Above: Deny; medical appropriateness

1 Below: Deny; not funded by the OHP (e.g., acute upper respiratory infections or urticaria).

10. RPh only: Is the diagnosis above the line or below the line?

P&T Review:

Oregon Medicaid PA Criteria
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Implementation: 5/1/16; 7/15, 1/11, 7/09, 7/06, 3/06, 10/04, 8/02, 9/06
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Antimigraine i Serotonin Agonists

Goal(s):

1 Decrease potential for medication overuse headache through quantity limits and therapeutic
duplication denials.
1 Promote PDL options.

Length of Authorization:
1 Up to 6 months

Requires PA:

1 Non-preferred drugs

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Check the Reason for PA:

1 Non-Preferred drugs will deny on initiation
1 Preferred drugs will deny only when maximum dose exceeded
1 Both will deny for concurrent therapy (concurrent triptans by different routes is allowed)

Quantity Limits

per Labeling.

Generic Max Daily Dosage Form Quantity Limit Per
Dose Month
Almotriptan Axert 25 mg 6.25 mg tab 12 tabs
12.5 mg tab
Eletriptan Relpax 80 mg 20 mg tab 6 tabs
40 mg tab
(blister pack 6, 12)
Frovatriptan Frova 7.5 mg 2.5 mg tab 9 tabs
(blister pack 9)
Lasmiditan Reyvow 200 mg 50 mg tab 8 tabs
100 mg tab
Naratriptan Amerge 5 mg 1 mg tab
2.5 mg tab (blister pack 9) 9 tabs
Rizatriptan Maxalt 30 mg 5 mg tab 12 tabs
Maxalt MLT 10 mg tab (blister pack 6,
12)
Sumatriptan Imitrex & 200 mg 25 mg tab, 50 mg tab, 9 tablets
tablets generics 100 mg tab (blister pack 9)
Sumatriptan Imitrex & 40 mg 5 mg, 10 mg (box of 6) 18 spray units
nasal spray generics
Sumatriptan Onzetra 44 mg 22 mg (11 mg in each 6 nosepieces
nasal powder Xsall nostril)
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Generic Max Daily Dosage Form Quantity Limit Per

Dose Month
Sumatriptan Imitrex & 12 mg 6 mg/0.5 mL 6 vials
injectable generics
Sumatriptan Sumavel 12 mg 6 mg/0.5 mL units 6 jet injectors
injectable (package of 6)
Sumatriptan Zembrace 12 mg 3 mg/0.5 mL 12 auto-injectors
injectable Symtouch (package of 4)
Sumatriptan Treximet 170/1000 mg | 85/500 mg tab 9 tablets
/naproxen (2 tablets) (box of 9)
Zolmitriptan Zomig 10 mg 2.5 mg tab 6 tabs

Zomig ZMT (blister pack, 6)

Zolmitriptan Zomig NS 10 mg 5 mg (box of 6) 3 packages (18
nasal spray spray units)

Abbreviations: d = days; MR = may repeat; NS = nasal spray; PO = orally

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

No: Pass to RPh.
Deny; medical
appropriateness.

2. Does the patient have a diagnosis | Yes: Go to #3

of migraine headaches?

3. Isrequested drug a preferred Yes: Go to #5 No: Go to #4

product?

Yes: Inform prescriber of No: Go to #5
covered alternatives in class

and dose limits.

4. Will the prescriber consider a
change to a preferred product?

Message:

1 Preferred products do not
require PA within
recommended dose limits.

1 Preferred products are
evidence-based reviewed for
comparative effectiveness and
safety by the Oregon Pharmacy
& Therapeutics Committee.
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Approval Criteria

5. Is request for a higher dose than Yes: Pass to RPh. Deny; No: Trouble-shoot
listed in quantity limit chart? medical appropriateness. claim payment (e.qg.,
dayso suppl
1 May recommend use of
migraine prophylactic Go to #6.
therapy and reinforce that
doses above those
recommended by the
manufacturer increase the
incidence of medication
overuse headache.
One lifetime 90-day taper
may be approved at
phar maci st os
1 Document.
6. Is the request for lasmiditan? Yes: Goto#9 No: Go to #7
7. ls the request for two different oral | Yes: Go to #8 No: Approve for 6
triptans concurrently? months
8. Is this a switch in Triptan therapy Yes: Document reason for No: Pass to RPh.
due to intolerance, allergy or switch and override for Deny; medical
ineffectiveness? concurrent use for 30 days. appropriateness.
9. Has the patient tried two triptan Yes: Approve for 6 months No: Pass to RPh.
products or have a contraindication Deny; medical
to triptans? appropriateness.
Recommend triptan
trial.
P&T Review: 8/20 (KS), 5/19; 3/16; 3/10; 9/09; 11/03; 5/03

Implementation:

Oregon Medicaid PA Criteria
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Anti-Par ki nsondés Agent s

Goals:
1 Promote preferred drugsforPar ki nsonés di sease.
1 Restrict use for non-funded conditions (e.g., restless leg syndrome).
1 To limit utilization of safinamide to FDA-approved indications.

Length of Authorization:
1 Up to 12 months

Requires PA:
1 Non-preferred drugs

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code

2.ls the diagnosi s Par|Yes: Goto#5 No: Go to #3
another chronic neurological condition?

3. Is the diagnosis Restless Leg Syndrome? Yes: Pass to RPh. No: Go to #4
Deny; not funded by the
OHP.

4. RPh only: Funded: Go to #5 Not Funded: Deny; not
All other indications need to be evaluated funded by the OHP.
to determine if treatment is for a funded
condition.

5. Is this a request for continuation of Yes: Go to Renewal No: Go to #6
therapy? Criteria.

6. Will the prescriber consider a changeto a | Yes: Inform prescriber | No: Go to #7
preferred product? of covered alternatives

in class.
Message:

1 Preferred products do not require PA.

91 Preferred products are reviewed for
comparative effectiveness and safety by
the Pharmacy and Therapeutics (P&T)
Committee.

7. Is the request for safinamide or Yes: Go to #12 No: Go to #8
istradefylline?

8. Is the request for opicapone? Yes: Go to #9 No: Go to #10
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Approval Criteria

9. Is the patient on a non-selective Yes: Pass to RPh. No: Approve for the
monoamine oxidase (MAO) inhibitor? Deny; medical shorter of 1 year or
appropriateness. length of prescription.

Note: selective MAO-B inhibitors are
permitted (moclobemide; rasagiline;
safinamide; selegiline)

10.1s the request for apomorphine sublingual Yes: Goto #11 No: Go to #12
film?
11.1s the patient on a 5-HT3 antagonist (eg., Yes: Pass to RPh. No: Approve for the
ondansetron, dolasetron, granisetron, Deny; medical shorter of 1 year or
palonosetron, etc.) appropriateness. length of prescription.
12.1s the patient currently taking Yes: Approve for the No: Pass to RPh.
levodopa/carbidopa? shorter of 1 year or Deny; medical
length of prescription. appropriateness.

Renewal Criteria

1. Has the patient 6ds c (Yes: Approve forthe No: Pass to RPh; Deny;
assessed by the prescribing physician and | shorter of 1 year or medical
physician attests td length of prescription. appropriateness.
improvement?

P&T Review: 10/20 (AG); 3/18; 7/16; 9/14; 9/13; 09/10
Implementation: 11/1/20; 4/16/18; 8/16, 1/1/14, 1/1/11
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Anti psychotic Use

Goal(s):

1 Ensure safe and appropriate use of antipsychotics in children
1 Discourage off-label use not supported by compendia

Length of Authorization:
1 Upto 12 months

Requires PA:
1 Antipsychotic use beyond 30 days in children 3-5 years of age
1 All antipsychotic use in children 2 years of age or younger

Note: use of olanzapine as an antiemetic for chemotherapy does not require PA

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1. FDA-Approved Indications and Ages for Oral Second-generation Antipsychotics in
Children

FDA-Approved Indications and Ages

Drug Schizophrenia | Bipolar | Major Other
disorder depressive
disorder
(adjunct)

013 yr| 010 vy 018 yr| Irritability associated with
Auti stic Disga

aripiprazole
Tourettedbds Di
asenapine 018 yr| 010 vy
maleate
lurasidone HCI 013 yr| 010 vy
olanzapine 013 yr 013 vy 018 yr
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L 012 wyr Schizoaffectiy

paliperidone
yrs

quetiapine 013 yr| 010 vy Bi pol ar depre
fumarate

L 013 yr| 010 vy Irritability associated with
risperidone . ) ;

Auti stic Di sc

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is the request for use of olanzapine as an Yes: Approve for 12 No: Go to #3
antiemetic associated with cancer or months
chemotherapy?

3. Has the patient been screened for diabetes | Yes: Go to #5 No: Go to #4
(blood glucose or A1C) within the last 12
months?
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Approval Criteria

4.

Is there documented clinical rationale for
lack of metabolic monitoring (e.g.
combative behaviors requiring sedation)?

Note: Caregivers failing to take patients to
the laboratory is not a clinical rationale for
lack of monitoring.

Yes: Document
rationale. Go to #5

No: Pass to RPh.
Deny; medical
appropriateness.

Annual metabolic
screening is required
for chronic use of
antipsychotics.

Refer denied requests
to the OHA for follow-

up.

A single 90 day
continuation of therapy
may be granted upon
request to allow for
laboratory testing.

Is the patient engaged in, been referred for,
or have documented inability to access
evidence based first-line non-
pharmacological therapy (e.g., applied
behavior analysis therapy for autism,
parent behavioral therapy, or parent child
interaction therapy)?

Yes: Go to #6

No: Pass to RPh.
Deny; medical
appropriateness.

Refer denied requests
to the OHA for follow-

up.

A single 90 day
continuation of therapy
may be granted upon
request to allow time
for engagement.

6. Is the drug prescribed by or in consultation | Yes: Approve forupto | No: Go to #7
with a child psychiatrist or developmental 12 months or length of
pediatrician? therapy, whichever is
less
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Approval Criteria

Is there detailed documentation regarding
risk/benefit assessment and the decision to
prescribe antipsychotic therapy?

7.

A thorough assessment should include ALL
the following:

a.

Multidisciplinary review including a
mental health specialist

Mental health assessment including
documentation of diagnoses,
symptoms, and disease severity
Discussion and consideration of first-
line non-pharmacological therapies
Assessment of antipsychotic risks and
monitoring strategies

Specific therapeutic goals of
antipsychotic therapy, and for ongoing
therapy, discussion of progress toward
or achievement of therapeutic goals (or
reasons for lack of progress and
remediation strategies)

Anticipated duration of therapy
Detailed follow-up plan

Yes: Approve for up to
12 months or length of
therapy, whichever is
less

No: Pass to RPh.
Deny; medical
appropriateness.

Refer denied requests
to the OHA for follow-

up.

A single 90 day
continuation of therapy
may be granted upon
request to allow for
submission of required
documentation.

P&T/DUR Review: 6/21(SS)
Implementation: TBD
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Appendix 2.Provider notification Retrospective safety program to facilitate review of antipsychotic use in children less

than 5 years of age
Figure Al. Notification process

- - OHA to contact Request documentation and chart
First paid ) - A A
antipsychotic : provider for notes _re_gardlng _ant|p5',-'ch_+:rtlc
claim urgent prescribing. Motify prescriber that
consultation PA is reguired for ongoing use.
I
Documentation Review chart notes and determine
for PA received if consultation with child psychiatry
by OHA has already occurred
— — Schedule consultation with child
fﬁ.dequah_e Missin ) psychiatrist if needed
information documentation I
l If PA is denied, Document recommendations for
PA loaded for 2°¢ attempt to antipsychotic use
appropriate PA denied —={ contact provider l
therapy | _ﬁ::r ANy MIBSINE | || communicate decision to OHA
information
1 OHA to make 3
Second paid Second attempt contact
antipsychotic antipsychotic —| provider for
claim claim is denied urgent
consultation

Provider Notification
9 Inclusion criteria will target 3 basic patient populations:
1. Patients with a sooto-expire PA based on the following criteria OR
A Patients <= 5 years of age AND
A a prior authorization for an antipsychotic with an expiration date within the next 30 days (PDL
classes: antipsychoticss! fjen; antipsychotics,"2gen; antipsychotics, parenteral) AND
A arecent paid FFS claim for an antipsychotic in past 45 days AND
A no subsequent prior authorization request approved for an antipsychotic
2. Patients with a new start of an antipsychotic in the past 2 weeks defiasddon the following criteria
OR
Patients <= 5 years of age AND
with a paid FFS antipsychotic claim in the past 2 weeks AND
no currently active prior authorization for the antipsychotic AND
no paid claims for the same HSN within the prien@nths.
3. Patients with a denied claim for an antipsychotic defined based on the following criteria
A Patients <= 5 years of age AND
A with a denied FFS antipsychotic claim in the past 2 weeks due to the safety edit AND
A with no currently active prior ahorization for the antipsychotic AND
A with no subsequent paid claims for the same HSN
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1 Exclusion criteria:
1. Providers with notifications sent for the same patient and drug (based on HSN) in the past 3 months
2. Patients not currently enrolled in Medi
3. Patients who are deceased
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Antivirals - Influenza

Goal:

1 Restrict use of extended prophylactic influenza antiviral therapy to high risk populations
recognized by the Centers for Disease Control and Prevention (CDC) and Infectious Diseases

Society of America (IDSA).

Length of Authorization:
1 Up to 30 days

Requires PA:
1 Non-preferred drugs

1 Oseltamivir therapy for greater than 5 days

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated?

Record ICD10 code.

current influenza infection?

2. Is this an OHP-funded diagnosis? Yes: Go to #3 No: Pass to RPh.
Deny; not funded by
the OHP

3. Is the antiviral agent to be used to treat a Yes: Go to #4 No: Go to #5

4. Will the prescriber consider a change to a
preferred product?

Message:
1 Preferred products do not require PA

91 Preferred products are evidence-based
reviewed for comparative effectiveness
and safety by the Oregon Pharmacy &
Therapeutics Committee.

Yes: Inform prescriber
of covered alternatives
in class and approve for
length of therapy or 5
days, whichever is less.

No: Approve based on
standard FDA dosing
for influenza treatment

Note: baloxavir and
peramivir are FDA
approved as a single
dose for treatment of
influenza.

5. Is the antiviral prescribed oseltamivir or Yes: Go to #6 No: Pass to RPh.
zanamivir? Deny; medical
appropriateness.
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Approval Criteria

6. Does the patient have any of the following | Yes: Approve for No: Pass to RPh.
CDC! and IDSA? criteria that may place duration of prophylaxis | Deny; medical
them at increased risk for complications or 30 days, whichever is | appropriateness.
requiring chemoprophylaxis? less.

Current recommended
1 Persons at high risk of influenza duration of prophylaxis:
complications during the first 2 7 days (after last known
weeks following vaccination after exposure; minimum 2

exposure to an infectious person (6 | Weeks to control
weeks in children not previously outbreaks in institutional

vaccinated and require 2 doses of | Settings and hospitals,
vaccine) and continue up to 1

week after last known

exposure.

1 Persons with severe immune
deficiencies or others who might not
respond to influenza vaccination,
such as persons receiving
immunosuppressive medications,
after exposure to an infectious
person

1 Persons at high risk for
complications from influenza who
cannot receive influenza vaccine
after exposure to an infectious
person

f Residents of institutions, such as
long-term care facilities, during
influenza outbreaks in the institution.

1 Pregnancy and women up to 2
weeks postpartum who have been in
close contact with someone
suspected or confirmed of having
influenza

References:

1. Centers for Disease Control and Prevention. Influenza Antiviral Medications: Summary for Clinicians.
http://www.cdc.gov/flu/pdf/professionals/antivirals/antiviral-summary-clinician.pdf. Accessed June 2, 2015.

2. Harper SA, Bradley JS, Englund JA, et al. Seasonal influenza in adults and children i diagnosis, treatment, chemoprophylaxis, and
institutional outbreak management: clinical practice guidelines of the Infectious Diseases Society of America. Clinical Infectious
Diseases. 2009; 48:1003-32.
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P&T/DUR Review: 1/19 (SS); 1/16; 1/12; 9/10

Implementation: 3/1/19; 4/1/18; 10/13/16; 2/12/16; 1/11

__Antivirals for Herpes Simplex Virus

Goal(s):

1 Cover oral and/or topical antivirals only for covered diagnoses.
1 HSV infections are covered only when complicated by an immunocompromised host.

Length of Authorization:
1 Up to 12 months (criteria specific)

Requires PA:
1 Non-preferred drugs

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated?

Record ICD10 code

2. Will the prescriber consider a change to a
preferred product?

Message:

1 Preferred products are evidence-based
reviewed for comparative effectiveness
and safety by the Oregon Pharmacy &
Therapeutics Committee.

1 Preferred products do not require a PA.

Yes: Inform prescriber
of covered alternatives
in class.

No: Go to #3

3. Is the diagnosis uncomplicated herpes
simplex virus infection?

Yes: Go to #4

No: Go to #6

Oregon Medicaid PA Criteria
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Approval Criteria

4. Pass to RPh: Is the patient
immunocompromised (document ICD10

code).
Examples:

91 Diagnosis of cancer AND currently
undergoing chemotherapy or
radiation. Document therapy and
length of treatment.

1 Solid organ transplant

1 HIV/AIDS

Yes: Approve for up to
12 months

No: Go to #5

5. Is the patient currently taking an
immunosuppressive drug?

Document name of drug. If is drug not in
the list below, pass to RPh for evaluation.
Immunosuppressive drugs include, but are

not limited to:
Immunosuppressants
Abatacept
Adalimumab
Anakinra
Apremilast
Azathioprine
Basiliximab
Certolizumab pegol
Cyclosporine
Cyclosporine
Etanercept
Golimumab
Hydroxychloroquine

Infliximab
Leflunomide
Methotrexate
Natalizumab
Rituximab
Secukinumab
Sirolimus
Tacrolimus
Tocilizumab
Tofacitinib
Ustekinumab
Vedolizumab

Yes: Approve for up to
90 days

No: Pass to RPh. Go to
#6.

6. RPh only:

All other indications need to be evaluated
as to whether they are an OHP-funded

If funded and clinic
provides supporting
literature, approve for

If non-funded, deny
(not funded by the
OHP).

Oregon Medicaid PA Criteria

condition. length of treatment. If

length of treatment is Note: Deny viral ICD-

not provided, approve 10 codes that do not

for 3 months. appear on the OHP
funding list pending a

Note: deny non-viral more specific diagnosis

diagnoses (medical code (not funded by the

appropriateness) OHP).

P&T Review: 9/19 (KS), 7/16 (KS); 1/14; 1/12; 9/10 (KS)
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Implementation: 8/16; 1/1/11
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Attenti

on

De f

cit

Hyperactivity

Goals:

1 Cover ADHD medications only for diagnoses funded by the OHP and medications consistent with

current best practices.
1 Promote care by a psychiatrist for patients requiring therapy outside of best-practice guidelines.
1 Promote preferred drugs in class.

Length of Authorization:

1 Upto 12 months

Requires PA:

1 Non-preferred drugs on the enforceable preferred drug list.
1 Regimens prescribed outside of standard doses and age range (Tables 1 and 2)
1 Non-standard polypharmacy (Table 3)

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1. FDA-approved and OHP-funded Indications.

\ STIMULANTS

NON-STIMULANTS

Methylphenidate Amphetamine . )

L . Clonidine | Guanfacine . .
Indication and and Atomoxetine Viloxazine
oot o ER ER

derivatives** derivatives
Children | cpigren
age age Age O
ADHD Age O6 Age O3 |Age O6 ]
g y g g 6-17 6-17 years years
years
only
only
. - Not Not Not Not
Narcolepsy Age 06 y Age 06 approved approved | approved approved

**See Table 2 for off-label methylphenidate IR dosing for age > 4 years
Table 2. Standard Age and Maximum Daily Doses.

Drug Type

Generic Name

Minimum
Age

Maximum
Age

Maximum Daily Dose (adults
or children <18 years of age

unless otherwise noted)

CNS amphetamine ER 3 20 mg
Stimulant
CNS amphetamine/dextroamphetamine salts IR 3 40 mg
Stimulant
CNS amphetamine/dextroamphetamine salts ER 6 60 mg
Stimulant
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CNS amphetamine/dextroamphetamine ER 13 25 mg for children 13-17 years
Stimulant (Mydayis® ) 50 mg for adults 18-55 years
CNS dexmethylphenidate IR 6 20 mg
Stimulant
CNS dexmethylphenidate LA 6 40 mg for adults or
Stimulant 30 mg if age <18 years
CNS dextroamphetamine IR 6 40 mg
Stimulant
CNS dextroamphetamine LA 6 60 mg
Stimulant
CNS lisdexamfetamine 4 70 mg
Stimulant
CNS methamphetamine 6 17 not established
Stimulant
CNS methylphenidate IR 4 60 mg
Stimulant
CNS methylphenidate LA 6 72 mg
Stimulant
CNS methylphenidate transdermal 6 17 30 mg
Stimulant
CNS serdexmethylphenidate/dexmethylphenidate 6 52.3 mg/ 10.4 mg
Stimulant
Non-Stimulant | atomoxetine 100 mg
Non-Stimulant | clonidine LA 17 0.4 mg
Non-Stimulant | guanfacine LA 6 17 4 mg for adjunctive therapy in
ages 6-17 years and for
monotherapy in ages 6-12
years
7 mg for monotherapy in ages
13-17 years
Non-Stimulant | viloxazine 6 400 mg in ages 6-17 years
600 mg in adults 18 years and
older

Abbreviations: IR = immediate-release formulation; LA = long-acting formulation (extended-release, sustained-release, etc.)

Table 3. Standard Combination Therapy for ADHD

Age Group
Age <6 years*

‘ Standard Combination Therapy

Combination therapy not recommended

Age 6-17 years*

1 CNS Stimulant Formulation (LA or IR) + Guanfacine LA
1 CNS Stimulant Formulation (LA or IR) + Clonidine LA

Age 018

) Combination therapy not recommended

Abbreviations: IR = immediate-release formulation; LA = long-acting formulation (extended-release, sustained-release, etc.)

* As recommended by the American Academy of Pediatrics 2019 Guidelines Wolraich ML, Hagan JF, Jr., Allan C, et al. Clinical
Practice Guideline for the Diagnosis, Evaluation,

and Treatment of Attention-Deficit/Hyperactivity Disorder in Children and Adolescents. Pediatrics. 2019;144(4).

**As identified by Drug Class Review: Pharmacologic Treatments for Attention Deficit Hyperactivity Disorder: Drug Effectiveness
Review Project, 2015.
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Approval Criteria

a standard combination as defined in
Table 3?

1. What diagnosis is being treated? Record ICD10 code.
2. Is the drug being used to treat an Yes: Go to #3 No: Pass to RPh. Deny; not
OHP-funded condition? funded by OHP.
3. Is the requested drug on the PDL? Yes: Go to #5 No: Go to #4
4. Will the prescriber consider a change | Yes: Inform No: Go to #5
to a preferred agent? prescriber of
preferred alternatives
Message:
1 Preferred drugs are evidence-based
reviewed for comparative
effectiveness and safety by the
Oregon Pharmacy & Therapeutics
(P&T) Committee.
5. Is the request for an approved FDA Yes: Go to #6 No: Go to #9
diagnosis defined in Table 1?
6. Are the patient 0s |Yes: Goto#7 No: Go to #9
prescribed dose within the limits
defined in Table 27?
7. ls the prescribed drug the only Yes: Approve for up No: Go to #8
stimulant or non-stimulant filled in the | to 12 months
last 30 days?
8. Is the multi-drug regimen considered | Yes: Approve for up No: Go to #9

to 12 months

Oregon Medicaid PA Criteria
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Approval Criteria

9. Was the drug regimen developed by, | Yes: Document No: Pass to RPh. Deny;
or in consultation with, a psychiatrist, | name and contact medical appropriateness.
developmental pediatrician, information of
sychiatric nurse practitioner, slee consulting provider . , -
gp)e/cialist or neurcﬁogist? i and apprgvpe forup to Doses exceeding defined I!mlts
12 months or non-re_:commendg:d multi-
drug regimens of stimulants
and/or non-stimulants are only
approved when prescribed by
a psychiatrist or in consultation
with a mental health specialist.
May approve continuation of
existing therapy once up to 90
days to allow time to consult
with a mental health specialist.
P&T Review: 6/22 (DE); 8/20; 5/19; 9/18; 5/16; 3/16; 5/14; 9/09; 12/08; 2/06; 11/05; 9/05; 5/05; 2/01; 9/00; 5/00
Implementation: 11/1/2018; 10/13/16; 7/1/16; 10/9/14; 1/1/15; 9/27/14; 1/1/10; 7/1/06; 2/23/06; 11/15/05

Drugs for Transthyretin-Mediated Amyloidosis (ATTR)

Goal(s):

1 To limit utilization of  medications for transthyretin mediated amyloidosis (ATTR) to FDA-
approved indications and in populations with proven safety.

Length of Authorization:
1 Up to 6 months

Requires PA: (Both pharmacy and physician-administered claims)
1 All medications indicated for ATTR

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1: FDA approved therapies for ATTR amyloidosis
Drug Indication

Inotersen Polyneuropathy of hereditary ATTR

Patisiran Polyneuropathy of hereditary ATTR

Tafamidis | Cardiomyopathy of ATTR (hereditary and wild type)
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Approval Criteria

1.

Is this a request for continuation of
therapy previously approved by the
FFS program?

Yes: Go to Renewal Criteria

No: Go to #2

What diagnosis is being treated?

Record ICD10 code.

ATTR amyloidosis supported by
transthyretin mutation proven by
genetic testing (See Table 1)?

Document Genotype:

3. Is the diagnosis funded by OHP? Yes: Go to #4 No: Pass to RPh.
Deny; not funded
by the OHP.

4. Is this an FDA approved indication of Yes: Go to #5 No: Pass to RPh.

Deny; medical
appropriateness

Does the patient have clinical signs
and symptoms of disease

Yes: Go to #6

No: Pass to RPh.
Deny; medical

documented (polyneuropathy disability
(PND) score and Familial amyloid
polyneuropathy (FAP) stage)?

(peripheral/autonomic neuropathy, appropriateness
motor disability, cardiovascular
dysfunction)?

6. Is the request for or is the patient on Yes: Pass to RPh. Deny; No: Go to #7
concurrent use of more than one ATTR | medical appropriateness.
therapy (including diflunisal)?

7. Has the patient had a liver Yes: Pass to RPh. Deny; No: Go to #8
transplantation? medical appropriateness.

8. Is the request for patisiran or inoteren? | Yes: Go to #9 No: Go to #16

9. Is baseline disease severity Yes: Document and Go to #10 No: Pass to RPh.

Deny; medical
appropriateness.

10.Was the medication prescribed or in

consultation with a neurologist?

Yes: Goto #11

No: Pass to RPh.
Deny; medical
appropriateness.

11.1s the patient on Vitamin A

supplementation or have a

Yes: Go to #12

No: Pass to RPh.
Deny; medical

documented normal level? appropriateness.
12.Is the request for patisiran? Yes: Approve for 6 months No: Go #13
13.1s the request for inotersen? Yes: Goto# 14 No: Go to #16
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Approval Criteria

14.Has a baseline platelet count been
obtained in the previous 3 months and
are platexi@u?s O 12

Yes: Go to #15

Document baseline platelet
count:

Date of Lab:

No: Pass to RPh.
Deny; medical
appropriateness.

15.Has baseline renal function been
evaluated in the previous 3 months?

Yes: Approve for 6 months

No: Pass to RPh.
Deny; medical

Document baseline serum appropriateness
creatinine and
BUN:
Date of Lab:
16.1s the request for tafamidis? Yes: Go to #17 No: Go to #19

17.Was the medication prescribed or in
consultation with a cardiologist?

Yes: Go to #18

No: Pass to RPh.
Deny; medical
appropriateness.

18.Does the patient have a medical
history of heart failure (NYHA class I-
[I) with at least one prior
hospitalization for heart failure?

Yes: Approve for 6 months

No: Pass to RPh.
Deny; medical
appropriateness

19.1s the request for a newly approved
hATTR therapy and does the indication
match the FDA approved indication?

Yes: Approve for 6 months

No: Pass to RPh.
Deny; medical
appropriateness

Renewal Criteria

1. Has the patient had a documented
response to treatment including at least
one of the following:

a. Improved neurologic impairment
b. Improved motor function

c. Improved quality of life

d. Improved cardiac function

Yes: Go to #2

No: Pass to RPh; Deny
(medical
appropriateness)

2. Is the prescribed medication tafamidis? Yes: Approve for 12 No: Go to #3
months
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Renewal Criteria

3. Has the patient experienced stabilization Yes: Go to #4 No: Pass to RPh; Deny
OR improvement from baseline in one of (medical
the following: appropriateness)
a. Baseline polyneuropathy disability
(PND) score
b. Familial amyloid polyneuropathy
(FAP) stage
4. Is the renewal for inotersen? Yes: Go to #5 No: Approve for 12

months

5. Does t he
100 X 109/L?

patient hayv

Yes: Approve for 12
months

No: Pass to RPh.
Deny; medical
appropriateness

P&T/DUR Review: 9/19; 7/19 (MH)
Implementation: 11/1/19
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Becaplermin (Regranex®)

Goal(s):

1 Restrict to indications funded by the OHP and supported by medical literature.

Length of Authorization:
1 Up to 6 months

Requires PA:
1 Becaplermin topical gel (Regranex®)

Covered Alternatives:
1 No preferred alternatives

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Does the patient have an ulcer(s) (ICD10 Yes: Go to #3. No: Pass to RPh.
E0842; E0942; E1042; E1142; E1342; Deny; medical
L97109; L97209; L97309; L97409; L97509; appropriateness.

L97809; L98419; L98429; L98499)?

3. Does the patient have diabetes mellitus? Yes: Approve ONLY 15 | No: Pass to RPh.
grams for 6-month Deny; medical
supply. appropriateness.

P&T/DUR Review: 09/15 (AG)
Implementation: 10/15
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Belimumab (Benlysta®)

Goal(s):

1 Promote use that is consistent with national clinical practice guidelines and medical evidence.

Length of Authorization:

1 6 months

Requires PA:

1 Benlysta® (belimumab) pharmacy or physician administered claims.

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

therapy previously approved by fee-for-
service (FFS)?

1. What diagnosis is being treated? Record ICD-10 code.
2. Is the diagnosis funded by OHP? Yes: Go to #3 No: Pass to RPh. Deny;
not funded by the OHP.
3. Does the patient have severe active Yes: Pass to RPh. No: Go to #4
central nervous system lupus? Deny; medical
appropriateness
4. Is this a request for continuation of Yes: Go to Renewal No: Go to #5

Criteria

5. Is the patient diagnosed with lupus Yes: Go to #6 No: Pass to RPh. Deny;
nephritis or systemic lupus erythematosus medical appropriateness
(SLE)?

6. Is belimumab dosed appropriately and Yes: Goto#7 No: Pass to RPh. Deny;
with an approved fo medical appropriateness
age as outlined in Table 1?
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Approval Criteria

7. Is the patient currently on other targeted Yes: Pass to RPh. No: Goto#8
immune modulators? Deny; medical
appropriateness.
Belimumab has not
been studied in
combination with other
targeted immune

modulators
8. Is the drug being prescribed by or in Yes: Goto#9 No: Pass to RPh. Deny;
consultation with a rheumatologist, medical appropriateness
nephrologist, or a provider with experience
treating SLE or lupus nephritis?
9. Does the patient have active Yes: Goto # 10. No: Pass to RPh. Deny;
autoantibody-positive SLE or lupus Document baseline medical appropriateness

nephritis and is a baseline assessment of | assessment

SLE disease activity available using one

of the following functional assessment

tools:

1 SLE Index Score (SIS)

9 British Isles Lupus Assessment Group
(BILAG)

1 Systemic Lupus Activity Measure
(SLAM)

1 Systemic Lupus Erythematosus
Disease Activity Score (SLEDAI or
modified versions, e.g. SLEDAI-2K,
SELENA-SLEDAI)

1 Physicians Global Assessment (PGA)

1 Systemic Lupus International
Collaborating Clinic (SLICC) Damage
Index

9 Urinary protein to creatinine ratio

1 Most recent estimated Glomerular
Filtration Rate (eGFR)
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Approval Criteria

10. Is the patient currently taking or have a
contraindication to BOTH of the following:
1 Hydroxychloroquine
1 Glucocorticoids (e.g. prednisone)

Yes: Go to #11

No: Pass to RPh. Deny;
medical appropriateness.
Belimumab has not been
studied as monotherapy
in patients with SLE.

11.Does the patient have lupus nephritis AND
a urine protein: creatinine ratio of >500
mg/g?

Yes: Go to #12

No: Approve for 6
months

12.1s the patient currently taking, or have a
contraindication to, either an angiotensin-
converting enzyme inhibitor (ACEI) OR an
angiotensin Il receptor blocker (ARB)?

Yes: Approve for 6
months

No: Pass to RPh. Deny;
medical appropriateness.

Renewal Criteria

1. Is the patient currently on another
therapeutic immune modulator ?

Yes: Pass to RPh.
Deny; medical

No: Go to #2

Note: Belimumab has not been studied in | appropriateness.
combination with other therapeutic
immune modulators.
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Renewal Criteria

2. Has the patientos Yes: Approve for 6 No: Pass to RPh; Deny;
improved or stabilized as assessed by | months. medical appropriateness.
one of the following functional
assessment tools:

1 SLE Index Score (SIS)

9 British Isles Lupus Assessment
Group (BILAG)

1 Systemic Lupus Activity Measure
(SLAM)

1 Systemic Lupus Erythematous
Disease Activity Score (SLEDAI or
modified versions, e.g. SLEDAI-2K,
SELENA-SLEDAI)

1 Physicians Global Assessment (PGA)

1 Systemic Lupus International
Collaborating Clinic (SLICC) Damage
Index

1 Urinary protein to creatinine ratio

1 eGFR

Table 1: FDA approved ages

Indication Approved formulation
Intravenous (IV) powder for Subcutaneous (SC)
solution Injection
Systemic Lupus 5 years and older 18 years and older

Erythematosus (SLE)

Lupus Nephritis 18 years and older 18 years and older

IV (usual dosage): SLE or Lupus Nephritis: 10 mg/kg IV infusion over 1 hour every 2
weeks for the first 3 doses, then every 4 weeks thereafter

SC (usual dosage): SLE: 200 mg SC once weekly

Lupus Nephritis:400 mg (two 200-mg injections) SC once weekly into abdomen or thigh for
4 doses, then 200 mg SC once weekly thereafter

P&T/DUR Review: 02/22 (SF); 8/21 (DM) 2/20, 5/18  Implementation: 4/1/22; 3/1/2020; 7/1/18

Bempedoic Acid

Goal(s):
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1 Promote use of bempedoic acid that is consistent with medical evidence
1 Promote use of high value products

Length of Authorization:

1 Up to 12 months

Requires PA:
T Bempedoic Acid (Nexletol E)
T Bempedoic acid and ezetimibe (NexlizetE)

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code; go to #2
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Approval Criteria

2. Does the patient have very high-risk clinical Yes: Go to #3 No: Go to #6
atherosclerotic cardiovascular disease (ASCVD),
defined as documented history of multiple major
ASCVD events OR one major ASCVD event and
multiple high-risk conditions (See below)

Major ASCVD events

1 Recent ACS (within past 12 months)

1 History of Ml (other than recent ACS from
above)

1 History of ischemic stroke

1 Symptomatic peripheral artery disease

High-Risk Conditions:

1 Age? 65

1 Heterozygous familial hypercholesterolemia

1 History of prior CABG or PCI

1 Diabetes Mellitus

1 Hypertension

1 Chronic Kidney Disease

1 Current smoking

1 Persistently elevated LDL-C 2 100 despite
maximally tolerated statin therapy and
ezetimibe

1 History of congestive heart failure
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Approval Criteria

3. Has the patient taken a daily high-intensity statin
(see table below) and ezetimibe 10 mg daily for at
least 3 months with a LDL-C still 2 70 mg/d|?

Prescriber to submit chart documentation of:
1) Doses and dates initiated of statin and
ezetimibe;

2) Baseline LDL-C (untreated);

3) Recent LDL-C

Yes: Confirm
documentation; go
to #4

1. Statin:

Dose:
Date Initiated:

2. Ezetimibe 10 mg
daily

Date Initiated:

Baseline LDL-C

Date:

Recent LDL-C

Date:

No: Go to #5

4. Is the patient adherent with a high-intensity statin
and ezetimibe?

Yes: Go to #8

Note: pharmacy
profile may be
reviewed to verify
>80% adherence
(both lipid-lowering
prescriptions refilled
5 mont hso
last 6 months)

No: Pass to RPh;
deny for medical
appropriateness

5. Does the patient have a history of rhabdomyolysis
caused by a statin; or alternatively, a history of
creatinine kinase (CK) levels >10-times upper limit of
normal with muscle symptoms determined to be
caused by a statin?

Note: Prescriber must provide chart documentation of
diagnosis or CK levels. A recent LDL-C level (within
last 12 weeks) must also be submitted.

Yes: Confirm chart
documentation of
diagnosis or labs
and Go to #8

Recent LDL-C
mg/dL

Date:

No: Pass to RPh;
deny for medical
appropriateness
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Approval Criteria

6. Does the patient have a diagnosis of homozygous | Yes: Go to #7 No: Pass to RPh;
or heterozygous familial hypercholesterolemia? deny for medical
appropriateness.

Note: Prescriber must provide chart documentation of
diagnosis and recent LDL-C (within last 12 weeks).

7. Does the patient still have a LDL-C of 2 100 mg/dl | Yes: Go to #8 No: Pass to RPh;
while taking a maximally tolerated statin and deny for medical
ezetimibe? Recent LDL-C appropriateness.
mg/dL
Date:
8. Does the patient have a history of gout or Yes: Pass to RPh; No: Approve for up
hyperuricemia? deny for medical to 12 months
appropriateness.

High- and Moderate-intensity Statins.

High-intensity Statins Moderate-intensity Statins
(350% LDL-C Reduction) (30 to <50% LDL-C Reduction)
Atorvastatin 40-80 mg Atorvastatin 10-20 mg Pitavastatin 1-4 mg
Rosuvastatin 20-40 mg Fluvastatin 80 mg Pravastatin 40-80 mg
Lovastatin 40-80 mg Simvastatin 20-40 mg
Rosuvastatin 5-10 mg

P&T / DUR Review: 08/21 (MH); 08/20
Implementation: 9/1/20
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Benign Prostatic Hypertrophy (BPH) Medications

Goal(s):

1 BPH with urinary obstruction is an OHP-funded treatment only when post-void residuals are

150 mL or more.

1 Restrict use for male pattern baldness and erectile dysfunction, which are not OHP-funded

conditions.

Length of Authorization:
1 Up to 12 months

Requires PA:
1 Non-preferred drugs

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated?

Record ICD10 code

does the patient have a diagnosis related
to functional and mechanical disorders of
the genitourinary system including bladder
outlet obstruction?

2. Will the prescriber consider switchingtoa | Yes: Inform prescriber | No: Go to #3
preferred product? of covered alternatives
in class.
Message:
1 Preferred products do not require a PA.
1 Preferred products are evidence-based
reviewed for comparative effectiveness
and safety by the Oregon Pharmacy &
Therapeutics Committee.
3. Is the request for continuation of therapy Yes: Go to Renewal No: Go to #4
previously approved by the FFS program? | Criteria
4. Is the request for an alpha-1 blocker, and Yes: Go to #5 No: Go to #6

5. Has the patient tried and failed a 2-month
trial of a preferred alpha-1 blocker?

Yes: Approve an alpha-
1 blocker for up to 12
months

No: Pass to RPh. Deny
until patient has tried
and failed a covered
alternative
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Approval Criteria

6. Does the patient have a diagnosis of
benign prostatic hypertrophy (BPH) or
enlarged prostate with obstruction?

Yes: Approve for up to
12 months

No: Go to #7

7. Does the patient have a diagnosis of
unspecified urinary obstruction or BPH
without obstruction?

Yes: Pass to RPh.
Deny; not funded by the
OHP

No: Pass to RPh. Go to
#8

funded by the OHP).

8. RPh Only: All other conditions need to be evaluated to see if diagnosis is funded:

Funded: covered diagnoses related to prostate may be approved for 1 year.
Not Funded: unfunded diagnoses (e.g., hair growth, erectile dysfunction) should be denied (not

1 Alpha-1 blockers and 5-alpha reductase inhibitors may be used concurrently for BPH up
to 1 year. Alpha-1 blockers may be discontinued once prostate is reduced to normal size.
1 If urine retention (obstructive), ask for more specific diagnosis.

Renewal Criteria

1. Is the request for an alpha-1 blocker and
does the patient have a diagnosis related to
functional and mechanical disorders of the
genitourinary system including bladder outlet
obstruction?

Yes: Go to #2

No: Go to #3

2. Has the patient also been taking a 5-alpha
reductase inhibitor for the last year?

Yes: Recommend
against combination
therapy exceeding 1
year.

No: Approve for the
shorter of 12 months or
length of the
prescription

3. Does the patient have a diagnosis of BPH
or enlarged prostate with obstruction?

Yes: Approve for up to
12 months

No: Go to #4

4. Does the patient have a diagnosis of
unspecified urinary obstruction or benign
prostatic hyperplasia without obstruction?

Yes: Pass to RPh. Deny;
not funded by the OHP

No: Pass to RPh. Go to
#5

5. RPh only:
All other indications need to be evaluated as
to whether they are a funded condition:

1 Alpha Blockers and 5-alpha
reductase inhibitors may be used
concurrently for BPH up to 1 year.
Alpha-blockers may be discontinued

If funded and clinic
provides supporting
literature, approve for up
to 12 months.

If non-funded, deny
(not funded by the
OHP).
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once prostate is reduced to normal
size.

9 If urine retention, obstructive, ask
for more specific diagnosis.

P&T Review: 7116 (KS); 11/12; 9/10; 3/10; 5/08; 2/06
Implementation: 8/16, 2/21/13; 1/1/11; 4/20/10; 5/22/08; 7/1/06; 9/30/05

Benzodi azepines

Goal(s):
1 Approve only for OHP-funded diagnoses.
1 Prevent inappropriate long-term benzodiazepine use beyond 4 weeks for new starts (no history
within the last 120 days).
1 Approve long-term use only for indications supported by the medical literature.

Length of Authorization:
1 1 month to 12 months (criteria-specific)

Requires PA:
1 All benzodiazepines used beyond 4 weeks. Short-term use does not require PA.

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code
2. Does the patient have a malignant Yes: Approve for 12 No: Go to #3
neoplasm or other end-of-life diagnosis months

(ICD10 C00.xx-D49.xx or Z51.5)?

3. Is the diagnosis an OHP-funded diagnosis? | Yes: Go to #4 No: Pass to RPh.
Deny; not funded by
the OHP.
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Approval Criteria

4. Does the patient have a seizure disorder

diagnosis or is the patient enrolled in a
program for short-term outpatient
management of alcohol withdrawal

Yes: Approve for 12
months for seizure
disorder orupto 1
month for alcohol

No: Go to #5

withdrawal
syndrome?
Note: benzodiazepines are not indicated
for alcohol dependence.
. Is the prescriber enrolled in the Oregon Yes: Go to #6 No: Pass to RPh.

Prescription Drug Monitoring Program
(www.orpdmp.com) and has the prescriber
evaluated the PDMP at least once in the
past 3 months for this patient?

Deny; medical
appropriateness.

. Is the request for continuation of therapy Yes: Go to Renewal No: Go to #7
previously approved by the FFS program? | Criteria

. Is the request for treatment of post- Yes: Pass to RPh. No: Go to #8
traumatic stress disorder (PTSD)? Deny; medical

appropriateness.

Note: Risks of benzodiazepine treatment
outweigh benefits for patients with PTSD.
Treatment with benzodiazepines is not
recommended.

. Is the request for treatment of anxiety or Yes: Go to #9 No: Go to #10
panic disorder?
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Approval Criteria

schizophrenia or schizoaffective disorder?

9. Is the medication prescribed by or in Yes: Go to #12 No: Pass to RPh;

consultation with a prescribing mental . Deny; medical

health specialist OR does the patient have | Document trial, appropriateness.

a documented trial and failure, pontralndlcatlon, or

e L intolerance to treatment | Recommend adequate

contraindication, mtolergncg, or inability to options. trial of first-line

access recommended first-line treatment therapies.

options including antidepressants AND

psychotherapy (e.g. behavioral therapy, If provider requests

relaxation response training, mindfulness short-term approval

meditation training, eye movement with a plan to start

desensitization and reprocessing)? additional therapy,
approval may be
granted for up to 3

Note: An adequate trial to determine months. Subsequent

efficacy of an SSRI or SNRI is 4-6 weeks. requests must
document experience
with first-line treatment
options.

10.1s the request for treatment of psychosis, Yes: Go to #11 No: Go to #12

11.

Is the medication prescribed by or in
consultation with a prescribing mental
health specialist OR does the patient have
an adequate trial and failure,
contraindication, intolerance, or inability to
access recommended first-line treatment
options including second-generation
antipsychotics AND psychotherapy (e.g.
counseling, cognitive behavioral therapy,
social skills training, or psychoeducation)?

Note: For continued symptoms, assess
adherence and dose optimization. For
patients on an adequate dose of
antipsychotic, guidelines recommend trial
of a second antipsychotic or augmentation
with a mood stabilizer.

Yes: Go to #12

Document trial,
contraindication, or
intolerance to treatment
options.

No: Pass to RPh;
Deny; medical
appropriateness.

Recommend adequate
trial of first-line
therapies.

If provider requests
short-term approval
with a plan to start
additional therapy,
approval may be
granted for up to 3
months. Subsequent
requests must
document experience
with first-line treatment
options.
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Approval Criteria

12.1s the patient on a concurrent sedative,

hypnotic, muscle relaxant, or opioid?

Yes: Pass to RPh.
Deny; medical
appropriateness.

No: Go to #13

13.RPh only: Is there appropriate rationale to

support long-term benzodiazepine use for
this indication?

For anxiety, panic disorder, or
schizophrenia, provider rationale should
include information from relevant chart
notes.

For other diagnoses, provider must
document supporting medical literature.

Yes: Approve for up to
6 months.

No: Deny; medical
appropriateness.

Renewal Criteria

1. Is the request for a decrease in daily dose | Yes: Approve forupto | No: Go to #2
OR a change in drug with the intent to 6 months or length of
taper the dose? taper, whichever is less.
2. Is the request for an increase in dose? Yes: Go to #3 No: Go to #4
3. Has the patient failed all clinically Yes: Go to #4 No: Pass to RPh;
appropriate first-line adjunct treatment Deny; medical
options OR, when applicable, is the patient appropriateness.
adherent to recommended first-line .
. . " Recommend trial of
treatment options for their condition? alternative therapies.
If provider requests
short-term approval
with a plan to start
additional therapy,
approval may be
granted for up to 3
months. Subsequent
requests must
document experience
with first-line treatment
options.
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Renewal Criteria

4. |s there documentation based on medical
records that provider and patient have
discussed whether benefits of long-term
therapy (e.g. symptom improvement, social
function, number of hospitalizations, etc)
continue to outweigh risks of therapy (e.qg.
sedation, dependence, cognitive
dysfunction and/or psychiatric instability)?

Yes: Approve for up to
12 months.

No: Pass to RPh;
Deny; medical
appropriateness.

Recommend trial of
gradual taper plan.
Approval may be
granted for up to 3
months to allow time to
develop a taper plan.
Subsequent requests
must document
progress toward taper.

P&T Review: 3/19 (SS); 9/18, 3/14
Implementation: 5/1/19; 11/1/2018; 5/1/16
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Bezl otoxumab (Zinplavak)
Goal(s):

1 To optimize appropriate prevention of recurrent Clostridium difficile-associated infection.

Length of Authorization:
M One time infusion

Requires PA:
1 Bezlotoxumab (physician administered and pharmacy claims)

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code
2. Does the patient have a diagnosis of Yes: Go to #3 No: Pass to RPh.
recurrent Clostridium difficile- Deny; medical
associated infection (CDI)? appropriateness
3. Is the patient currently receiving Yes: Approve for one No: Pass to RPh.
vancomycin or fidaxomicin? dose Deny; medical
appropriateness
P&T / DUR Review: 5/18(DM)
Implementation: 7/1/18
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Bone Metabolism Agents

Goal(s):

1 To ensure appropriate drug use and safety of bone metabolism agents by authorizing
utilization in specified patient populations.

Length of Authorization:
M1 12 to 24 months

Requires PA:
1 Non-preferred drugs

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is this an OHP-funded condition? Yes: Go to #3 No: Pass to RPh.
Deny; not funded by
the OHP

3. Will the prescriber consider a change to a | Yes: Inform prescriber | No: Go to #4
preferred product? of covered alternatives

in class

Note:

1 Preferred products do not require a PA.

1 Preferred products are evidence-based
reviewed for comparative effectiveness
and safety by the Oregon Pharmacy &
Therapeutics Committee

4. Has the patient tried and failed an oral Yes: Go to #5 No: Pass to RPh; deny
bisphosphonate (alendronate, risedronate, and recommend trial of
or ibandronate) or do they have oral bisphosphonate

contraindications to these treatments?

(document contraindication, if any)

5. Is the request for denosumab? Yes: Goto#6 No: Goto#7
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Approval Criteria

6. Is denosumab being prescribed for one of | Yes: Goto# 8 No: Pass to RPh;
the following reasons: Deny; medical
1 Treatment of postmenopausal appropriateness

women with osteoporosis at high
risk for fracture

1 Treatment to increase bone mass in
men with osteoporosis at high risk
for fracture

1 Treatment of glucocorticoid-induced
osteoporosis in men and women at
high risk for fracture

1 Treatment to increase bone mass in
men at high risk for fracture
receiving androgen deprivation
therapy for non-metastatic prostate
cancer

1 Treatment to increase bone mass in
women at high risk for fracture
receiving adjuvant aromatase
inhibitor therapy for breast cancer

7. |s the request for raloxifene? Yes: Go to #8 No: Go to #9

8. Is the patient pregnant, or for raloxifene Yes: Pass to RPh. No: Approve for up to
requests, at increased risk for Deny; medical 12 months
thromboembolism or stroke? appropriateness.

Note: inform prescriber
of pregnancy category
X and for raloxifene:
boxed warning for
venous
thromboembolism and
stroke.
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Approval Criteria

9.

Is the request for teriparatide and is the
patient at high risk for fracture?

Examples include:

1 Postmenopausal women with
osteoporosisand T-s ¢ 0 r-.5 @
history of fracture

1 Men with primary or hypogonadal
osteoporosis*

1 Men or women with osteoporosis
associated with sustained systemic
glucocorticoid therapy

Yes: Go to #12

No: Go to #10

10.

Is the request for abaloparatide and is the
patient a postmenopausal woman aged 49
to 86 years with osteoporosis at high risk
for fracture?

Inclusion criteria from the ACTIVE?! trial:

1 Women with T score between - 2.5
and -5.0 AND radiologic evidence of
vertebral fracture or history of
nonvertebral fracture within the past
5 years OR

1 Women aged 65 years or older with
T score between -3.0 and -5.0
without history of fracture OR T
score between -2.0 and 5.0 with
history of fracture.

Yes: Go to #11

No: Go to #13

11.

Has the patient received treatment with
anticonvulsants that affect Vitamin D
metabolism (phenobarbital, phenytoin,
carbamazepine or primidone) or with
chronic heparin within the past 6 months
OR has the patient received daily treatment
with oral, intranasal, or inhaled
corticosteroids in the past 12 months?

Yes: Pass to RPh.
Deny; medical
appropriateness.
(These patients were
excluded from the
ACTIVE! trial)

No: Go to #12.
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Approval Criteria

12.Does the patient meet one of the following | Yes: Pass to RPh. No: Approve for up to
conditions: Deny; medical 24 months (depending
a. Concomitant bisphosphonate; or appropriateness on when therapy was
b. Pediatric or young adult with open initiated. Teriparatide
epiphyses; or and abaloparatide are
c. History of osteosarcoma or skeletal only FDA approved for
malignancies; or a total duration of
d. Metabolic bone disease; or therapy of 2 years.)
e. Underlying hypercalcemic disorders;
or

f. Unexplained elevated alkaline
phosphatase levels?

13.1s the request for romosozumab and is the | Yes: Go to # 14 No: Goto # 15
patient a postmenopausal women with
osteoporosis and T-s ¢ o r-&.5 @ history
of fracture?

14.Has the patient had a myocardial infarction | Yes: Pass to RPh. No: Approve for up to
or stroke within the past year? Deny; medical 12 months maximum.*
appropriateness *Note: FDA has only

approved use of
romosozumab for a
total of 12 months. If
continued osteoporosis
therapy is warranted,
continue therapy with
an anti-resorptive agent
(e.g. bisphosphonates,
denosumab, or

raloxifene).
15.RPh only: If funded and clinic If non-funded, deny;
All other indications need to be evaluated provides supporting not funded by the OHP
as to whether they are funded by the OHP | literature, approve for
or not. up to 12 months
P&T Review: 7/19 (DM); 3/18; 7/16; 9/10
Implementation: 11/1/19; 4/16/18; 8/16, 1/1/11

* FDA approved osteoporosis treatments for men include alendronate, risedronate, zoledronic acid, teriparatide, and denosumab.
1. Miller PD, Hattersley G, Riis BJ, et al. Effect of Abaloparatide vs Placebo on New Vertebral Fractures in Postmenopausal Women
With Osteoporosis: A Randomized Clinical Trial. JAMA.316 (7):722-733.
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Botuli num Toxi ns

Goal(s):

1 Approve use of botulinum toxins for conditions funded under the Oregon Health Plan (OHP) and
supported by evidence of benefit.

1 Require positive response to therapy for continued use to manage chronic migraine headaches or

overactive bladder.

Length of Authorization:
1 From 90 days to 12 months

Requires PA:
1 Use of botulinum toxins (billed as a physician administered or pharmacy claim) without associated

dystonia or neurological disease diagnosis in last 12 months.

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. Is this a request for renewal of a previously | Yes: Go to Renewal No: Go to #2
approved prior authorization for Criteria
management of migraine headache or
detrusor muscleover-act i vi ty (
bl adder 0) ?

2. What diagnosis is being treated? Record ICD10 code
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Approval Criteria

3. Is botulinum toxin treatment for any of the | Yes: Approve forupto | No: Go to #4
following? 12 months

a. Upper or lower limb spasticity
(G24.02, G24.1, G35, G36.0,
169.03- 169.06 and categories G71,
and G80-G83)

b. Strabismus due to a neurological
disorder (H50.89)

c. Blepharospasm (G24.5)
d. Spasmodic torticollis (G24.3)
e. Torsion dystonia (G24.9)

f. Achalasia (K22.0)

4. |s botulinum toxin treatment for chronic Yes: Go to #5 No: Go to #8
mi graine, with O15 h
mont h, of whi chmi@d&ned

5. Is the botulinum toxin administered by, or Yes: Go to #6 No: Pass to RPh.
in consultation with, a neurologist or Deny; medical
appropriateness.

headache specialist?

6. Has the patient had an adequate trial (2-6 Yes: Go to #7 No: Pass to RPh.
months) without response, or has Deny; medical
contraindications, to at least 3 of the Baseline appropriateness.
following OHP preferred drugs? headaches/month: Recommend trial _of

preferred alternatives
at

1 Propranolol immediate-release,

www.orpdl.org/drugs/
metoprolol, or atenolol p g/arug

1 Topiramate, valproic acid, or divalproex
sodium

1 Amitriptyline, nortriptyline, or
venlafaxine
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Approval Criteria

7. Do chart notes indicate headaches are due
to medication overuse?

Yes: Pass to RPh.
Deny; medical
appropriateness.

No: Approve no more
than 2 injections given
O3 months a

Additional treatment
requires documented
positive response to
therapy from baseline
(see Renewal Criteria).

8. Is botulinum toxin treatment detrusor Yes: Go to #9 No: Pass to RPh. Go
muscleover-act i vity (fAove to #10
9. Has the patient had an inadequate Yes: No: Pass to RPh.
response to, or i s il Baselineurine Deny; medical
following drugs? frequency/day: appropriateness.
a. Fesoterodine (OHP preferred)
Baseline urine
b. Oxybutynin (OHP preferred) incontinence
c. Solifenacin (OHP preferred) episodes/day.
d. Darifenacin
e. Flavoxate Approve for up to 90
days.
f. Mirabegron
Additional treatment
g. Tolterodine requires documented
_ positive response to
h. Trospium therapy from baseline
) _ (see Renewal Criteria).
i. Vibegron
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10. Review treating condition and ICD-10 code. ICD-10 codes included in the tables below are
denied. If ICD-10 code is not included in the tables below, medical literature with evidence for
use in funded conditions must be submitted by the prescriber. RPh may approve for up to 12
months for funded conditions with evidence of benefit.

Deny for the following conditions; not funded by the OHP

A Axillary hyperhidrosis and palmar hyperhidrosis (L74.52, R61)

A Neurologic conditions with none or minimally effective treatment or treatment not necessary (G244;
G2589; G2581; G2589; G259)

A Facial nerve disorders (G510-G519)

A Spastic dysphonia (J387)

A Anal fissure (K602)

A Disorders of sweat glands (e.g., focal hyperhidrosis) (L301; L740-L759; R61)

A Other disorders of cervical region (M436; M4802; M530; M531; M5382; M5402; M5412; M542;
M6788)

A Acute and chronic disorders of the spine without neurologic impairment (M546; M545; M4327;

M4328; M532X7; M532X8; M533; M438X9; M539; M5408; M545; M5430; M5414-M5417; M5489;
M549)

A Disorders of soft tissue (M5410; M609; M790-M792; M797)

A Headaches (G44209; G44009; G44019; G44029; G44039; G44049; G44059; G44099; G442009;
G44219; G44221; G44229; G44309; G44319; G44329; G4441; G4451-G4453; G4459; G4481-
G4489; G441; R51)

A Gastroparesis (K3184)

A Lateral epicondylitis (tennis elbow)) (M7710-M7712)

Deny for medical appropriateness because evidence of benefit is insufficient

A Dysphagia (R130; R1310-R1319)
A Other extrapyramidal disease and abnormal movement disorders (G10; G230-GG238; G2401;
G244; G250-G26)

A Other disorders of binocular eye movements (e.g., esotropia, exotropia, mechanical strabismus,
etc.) (H4900-H518)

A Tics (F950-F952; F959)

A Laryngeal spasm (J385)

A Spinal stenosis in cervical region or brachial neuritis or radiculitis NOS (M4802; M5412-M5413)

A Spasm of muscle in absence of neurological diagnoses (M6240-M62838)

A Contracture of tendon (sheath) in absence of neurological diagnoses (M6240; M62838)

A Amyotrophic sclerosis (G1221)

A Clinically significant spinal deformity or disorders of spine with neurological impairment (M4800;
M4804; M4806; M4808; M5414-M5417)

A Essential tremor (G25.0)

A Hemifacial spasm (G513)

A Occupational dystoni a@248,&24§9)., AWritero6s cr amg

A Hyperplasia of the prostate (N400-403; N4283)
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Approval Criteria

A Conditions of the back and spine for the treatment of conditions on lines 346 and 527, including
cervical, thoracic, lumbar and sacral conditions. See Guideline Note 37.
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Renewal Criteria

1. Is this a request for renewal of a previously | Yes: Go to #2 No: Go to #3
approved prior authorization for
management of migraine headache?

2. ls there document at i|Yes: Approve no more | No: Passto RPh.

migraine headache days per month than 2 injections given | Deny; medical
compared to baseline migraine headache |©3 mont hs a | appropriateness
I)
frequency” Baseline: migraine
headaches/month
Current: migraine
headaches/month
3. lIs this a request for renewal of a previously | Yes: Go to #4 No: Go to Approval
approved prior authorization for Criteria

management of detrusor muscle over-
activity (fAoveractiywv

4. Is there a reduction of urinary frequency of | Yes: Approve for upto | No: Pass to RPh.

O8 episodes per day [|12months Deny; medical
incontinence of 02 e - . appropriateness
compared to baseline frequency? Baseline:____ urine
frequency/day
Current: urine
frequency/day
-or-
Baseline: urine

incontinence
episodes/day

Current: urine
incontinence
episodes/day

P&T / DUR Review: 4122 (AG); 5/19 (KS); 9/18; 5/18; 11/15; 9/14; 7/14
Implementation: 5/1/22; 11/1/2018; 7/1/18; 10/13/16; 1/1/16
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Brexanolone (Zulresso)

Goal(s):

1 To ensure appropriate use of brexanolone in patient with post-partum depression.

Length of Authorization:
1 One time use only.

Requires PA:
1 Brexanolone requires a prior authorization approval due to safety concerns (pharmacy and
physician administered claims)

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is this an FDA approved indication? Yes: Go to #3 No: Pass to RPh.
Deny; medical
appropriateness

3. Is the diagnosis funded by OHP? Yes: Go to #4 No: Pass to RPh.
Deny; not funded by
the OHP

4. |s the patient an adult with moderate to Yes: Go to #5 No: Pass to RPh.

severe post-partum depression? Deny; medical
appropriateness

5. Has the patient had an adequate trial (6-8 | Yes: Approve for a No: Pass to RPh.

weeks) of an oral antidepressant? single, continuous, Deny; recommend trial
intravenous infusion of oral antidepressant
over 60 hours (titrated
per prescribing
recommendations)

P&T/DUR Review: 2/21(SS); 7/19 (KS)
Implementation: 8/19/19
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Buprenorphine and Buprenorphine/Naloxone

Goals:
1 Prevent use of high-dose transmucosal buprenorphine products for off-label indications.

Length of Authorization:
1 Up to 6 months

Requires PA:
1 Transmucosal buprenorphine products that exceed an average daily dose of 24 mg per day

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. Is the diagnosis funded by the OHP? Yes: Go to #2 No: Pass to RPh. Deny;
not funded by OHP

2. Is the prescription for opioid use disorder | Yes: Go to #3 No: Pass to RPh. Deny;
(opioid dependence or addiction)? medical appropriateness
3. Is the prescription for a transmucosal Yes: Pass to RPh. No: Go to #4
formulation of buprenorphine (film, Deny; medical
tablet) with an average daily dose of appropriateness

more than 24 mg (e.g., >24 mg/day or
>48 mg every other day)?

4. Is the requested medication a preferred | Yes: Approve for No: Go to #5
agent? anticipated length of
treatment or 6 months,

whichever is less.

Note: Notify prescriber
concomitant naloxone
is recommended if not
present in claims
history.
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Approval Criteria

5. Will the prescriber switch to a preferred | Yes: Inform prescriber | No: Approve for

product? of covered alternatives | anticipated length of

in class. treatment or 6 months,
Note: Preferred products are reviewed whichever is less.
for comparative safety and efficacy by
the Oregon Pharmacy and Therapeutics Note: Notify prescriber
Committee. concomitant naloxone is

recommended if not
present in claims history.

P&T/DUR Review: 12/20 (DM); 11/19; 1/19; 1/17; 9/16; 1/15; 9/09; 5/09 Implementation: 1/1/2020; 3/1/2019; 4/1/2017; 9/1/13; 1/1/10

Calcium and Vitamin D Supp

Goal(s):

1 Restrict use of calcium and vitamin D supplements to patients who are pregnant; have a
documented nutritional deficiency; have a diagnosis of osteopenia or osteoporosis; infants 0-24
months or elderly patients at risk for falls.

Length of Authorization:
1 Upto 12 months

Requires PA:
1 Non-preferred calcium and vitamin D products

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code

2. Is this an OHP-funded diagnosis? Yes: Go to #3 No: Pass to RPh. Deny; not
funded by the OHP
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Approval Criteria

3. Does the patient meet any of the following | Yes: Approve for No: Pass to RPh. Deny;
criteria: up to 12 months. medical appropriateness
Request that a 90
dayds sup
filled at a time.

1 Pregnancy;
1 Documented nutrient deficiency;

1 Diagnosis of osteopenia or
osteoporosis;

1 Infants 0-24 months of age

OR
1 Age 65 years or older and at risk for
falls

P&T Review: 3/19 (KS), 3/16 (KS) Implementation: 5/1/19; 5/1/16

Cannabi di ol

Goal(s):

1 To ensure appropriate drug use and restrict to indications supported by medical literature.

Length of Authorization:
1 Upto 12 months

Requires PA:
M Cannabidiol

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.
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Approval Criteria

baseline therapy with at least one other

2. Is the request for renewal of therapy Yes: Go to Renewal No: Go to #3
previously approved by the FFS system? | Criteria
3. Is this an FDA approved indication? Yes: Go to #4 No: Pass to RPh.
Deny; medical
appropriateness
4. Is the patient uncontrolled on current Yes: Go to #5 No: Pass to RPh.

Document current seizure

Deny; medical

mg/kg/day?

antiepileptic medication AND is ¢ appropriateness
cannabidiol intended to be prescribed as requency
adjuvant antiepileptic therapy?

5. Is the prescribed dose greater than 25 Yes: Pass to RPh. Deny; No: Goto #6

medical appropriateness

Are baseline liver function tests (LFTs)
on file (serum transaminases and total
bilirubin levels)?

AND

If LFTs are not within normal limits has
the cannabidiol dose been adjusted per
guidance for moderate to severe hepatic
impairment in Table 1?

LFTs should be obtained at 1 month, 3
months, and 6 months after starting
treatment with cannabidiol and
periodically thereafter as clinically
indicated, after cannabidiol dose
changes, or addition of other medications
that are known to impact the liver.

Yes: Approve for 12 months

Document results here:
Date of lab work
AST

ALT
Total
Bilirubin

No: Pass to RPh.
Deny; medical
appropriateness

Oregon Medicaid PA Criteria

92

July 1, 2021



Renewal Criteria

1. Ar e
records?

recent LFTOs

AND

If LFTs are not within normal limits has
the cannabidiol dose been adjusted per

do

Yes: Goto# 2

Document results here:

Date of lab work

No: Pass to RPh.
Deny; medical
appropriateness

guidance for moderate to severe hepatic | AST
impairment in Table 1?
. ALT
Total
Bilirubin
2. Has seizure frequency decreased since Yes: Go to #3 No: Pass to RPh.

beginning therapy?

Document baseline and
current seizure
frequency

Deny for lack of
treatment response.

3. Is the prescribed dose greater than
25mg/kg/day?

Yes: Pass to RPh. Deny;
medical appropriateness

No: Goto#4

4. Is cannabidiol intended to be prescribed
as adjuvant antiepileptic therapy?

Yes: Approve for 12 months

No: Pass to RPh.
Deny; medical
appropriateness

Table 1: Dose Adjustments of Cannabidiol in Patients with Hepatic Impairment?!

Hepatic Starting Dosage | Maintenance Dosage Range in | Maintenance Dosage in
Impairment Patients with Lennox-Gastaut Patients with Tuberous
Syndrome (LGS) or Dravet Sclerosis Complex (TSC)
Syndrome (DS)
Mild 2.5 mg/kg twice 5 to 10 mg/kg twice daily 12.5 mg/kg twice daily
daily (5 (10 to 20 mg/kg/day) (25 mg/kg/day)
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mg/kg/day)

Moderate 1.25 mg/kg twice | 2.5 to 5 mg/kg twice daily 6.25 mg/kg twice daily
daily (2.5 (5 to 10 mg/kg/day) (12.5 mg/kg/day)
mg/kg/day)

Severe 0.5 mg/kg twice 1 to 2 mg/kg twice daily 2.5 mg/kg twice daily
daily (1 (2 to 4 mg/kg/day) (5 mg/kg/day)
mg/kg/day)

1. Epidolex (cannabidiol) Oral Solution Prescribing Information. Carlsbad, CA; Greenwich Biosciences, Inc. July 2020.

P&T/DUR Review: 10/21 (DM); 10/20 (DM); 6/2020 (DM); 3/19; 1/19 (DM)
Implementation: 11/1/20; 5/1/19; 3/1/19
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Cenegermin-b k b |

Goal(s):

1 Ensure medically appropriate use of cenegermin

Length of Authorization:
1 8 weeks

Requires PA:

1 Cenegermin-b k b j (OxervatekE)

Covered Alternatives:

(Oxervat eE)

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated?

Record ICD10 code.

2. Is this a request for continuation of
therapy?

Yes: Pass to RPh.
Deny; medical
appropriateness

Cenegermin is only
approved for 8 weeks of
therapy

No: Go to #3

3. Is this for the treatment of Stage 2 or 3
neurotrophic keratitis?

Yes: Go to #4

No: Pass to RPh.
Deny; medical
appropriateness

4. Is it prescribed by or in consultation with an
ophthalmologist?

Yes: Approve for 8
weeks

No: Pass to RPh.
Deny; medical
appropriateness

P&T/DUR Review: 12/2020 (MH)
Implementation: 1/1/2021
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Calcitonin Gene-Related Peptide (CGRP) antagonists

Goal(s):

1 Promote safe use of CGRP inhibitors in adult patients
1 Promote use that is consistent with medical evidence and product labeling for migraine
prevention, acute migraine treatment and cluster headache prevention (Table 1).

Length of Authorization:
1 Initial: Up to 3 months
1 Renewal: Up to 6 months

Requires PA:

1 All calcitonin gene-related peptide (CGRP) antagonists (atogepant, eptinezumab, erenumab,
fremanezumab, galcanezumab, rimegepant and ubrogepant) pharmacy and practitioner
administered claims

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1. FDA Approved Indications for CGRP antagonists

Drug FDA Approved Indication
Atogepant Preventative episodic migraine treatment
Eptinezumab Preventative migraine treatment
Erenumab Preventative migraine treatment
Fremanezumab Preventative migraine treatment
Galcanezumab Preventative migraine treatment and cluster headache prevention
Rimegepant sulfate Acute migraine treatment and preventative treatment of episodic migraine
Ubrogepant Acute migraine treatment
Approval Criteria
1. What diagnosis is being treated? Record ICD10 code.
2. Is this an FDA-approved indication (Table | Yes: Go to #3 No: Pass to RPh.
1)? Deny; medical
appropriateness
3. Is the diagnosis funded by OHP? Yes: Go to #4 No: Pass to RPh.
Deny; not funded by
the OHP.
4. s this a request for renewal of a previously | Yes: Go to Renewal No: Go to #5
approved Fee-For-Service prior Criteria
authorization of a CGRP antagonist for
management of migraine headache?
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Approval Criteria

headache AND the patient is an adult (18
years or older)?

5. Is the medication being prescribed by orin | Yes: Go to #6 No: Pass to RPh.
consultation with a neurologist or headache Deny; medical
specialist? appropriateness

6. Do chart notes indicate headaches are due | Yes: Pass to RPh. No: Goto#7
to medication overuse? Deny; medical

appropriateness.

7. Is the request for acute (abortive) migraine | Yes: Go to #13 No: Go to #8
treatment AND the patient is an adult (18
years or older)?

8. Is the request for the prevention of cluster | Yes: Go to #16 No: Go to #9

Is the request for prophylactic therapy and
there is documentation that the patient has
experienced 4 or more migraine days in
the previous month AND the patient is an
adult (18 years or older)?

Yes: Document
migraine days per
month

Goto# 10

No: Pass to RPh.
Deny; medical
appropriateness

10.Ha s

the patient fail
weeks with a documented adherence of
080 %) o f-approvednilghaine
prophylaxis medication from each of the
following classes: beta-blockers,
anticonvulsants, and tricyclic
antidepressants?

OR

Does the patient have a documented
intolerance, FDA-labeled contraindication,
or hypersensitivity to each of the above
migraine prophylaxis classes?

Yes: Document agents
used and dates

Goto# 11

No: Pass to RPh.
Deny; medical
appropriateness

11.

Is the request for erenumab and the patient
has pre-exisitng hypertension or risk
factors for hypertension?

Yes: Pass to RPh.
Deny; medical
appropriateness

No: Go to #12
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Approval Criteria

12.Has the patient received an injection with
botulinum toxin for headache treatment
once in the previous 2 months?

Yes: Pass to RPh.
Deny; medical
appropriateness

No: Approve for up to 3
months

13.1n a patient with acute migraines, has the
patient failed adequate trials of abortive
therapy (2 or more different triptans) or
have contraindications to triptans?

Yes: Go to #14

No: Pass to RPh.
Deny; medical
appropriateness.
Recommend triptan
trial.

14.Does the patient have chronic migraines?

Yes: Go to #15

No: Approve for 3
months

15. Does the patient have a history of at least 4
migraines a month AND is on preventative
migraine therapy (excluding other CGRP
inhibitors)?

Yes: Approve for up to
3 months

No: Pass to RPh.
Deny;

medical
appropriateness

16. Has the patient failed at least 2 cluster
headache preventative treatments (i.e.,
lithium, verapamil, melatonin, prednisone,
subocciptal steroid injection, topiramate)?

Yes: Approve for up to
3 months

No: Pass to RPh.
Deny;

medical
appropriateness

Renewal Criteria

prevention?

1. Do chart notes indicate headaches are Yes: Pass to RPh. No: Go to #2
due to medication overuse? Deny; medical
appropriateness.
2. Is the renewal request for acute migraine Yes: Go to #5 No: Go to #3
treatment?
3. Is the renewal request for migraine Yes: Go to #4 No: Goto#6

4. Has the patient experienced a
documented positive response to therapy,
as demonstrated by a reduction in
migraine headache frequency and/or
intensity from baseline?

Yes: Document
response. Approve for
up to 6 months

No: Pass to RPh.
Deny; medical
Appropriateness
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5. Has the patient demonstrated a response | Yes: Document No: Pass to RPh.

to therapy as indicated by a reduction in response Deny; medical
headache frequency and/or intensity? Appropriateness
Approve for up to 6
months
6. Is the renewal request for cluster Yes: Go to #7 No: Pass to RPh.
headache prevention? Deny; medical

Appropriateness

7. Does the patient have documentation of a | Yes: Document No: Pass to RPh.
positive reponse, indicated by a reduction | response Deny; medical
in the number of cluster headaches per Appropriateness
month? Approve for up to 6
months

P&T/DUR Review: 10/21 (KS), 8/20 (KS); 5/19; 9/18 (DE)
Implementation: 1/1/2022; 11/1/2018
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Cholic Acid (Cholbamx)

Goal(s):

1 To ensure appropriate use of cholic acid in patients with bile acid synthesis disorders (BASDs)
due to a single enzyme defects (SEDs) or as an adjunct to patients with peroxisomal disorders
(PD), including Zellweger spectrum disorders, who exhibit manifestations of liver disease,
steatorrhea, or complications from decreased fat-soluble vitamin absorption.

Length of Authorization:
1 Up to 12 months

Requires PA:
9 Cholic acid

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is this an FDA approved indication? Yes: Go to #3 No: Pass to RPh.
Deny; medical
appropriateness

3. Is the diagnosis funded by OHP? Yes: Go to #4 No: Pass to RPh.
Deny; not funded by
the OHP.

4. |Is this a request for continuation of Yes: Go to Renewal Criteria | No: Goto#5

therapy?

5. Is cholic acid prescribed by a Yes: Goto # 6 No: Pass to RPh.

hepatologist or pediatric Deny; not funded by
gastroenterologist? the OHP.
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Approval Criteria

6. Has baseline hepatic function been Yes: Approve for 3 months. No: Pass to RPh.
assessed? Deny; medical
Document baseline hepatic appropriateness
*The manufacturer recommends function values (AST,ALT,
providers to monitor aspartate Alk Phos, bilirubin) and date
transaminase (AST), alanine obtained:

aminotransferase (ALT), gamma-
glutamyl transpeptidase (GGT), alkaline
phosphatase (ALP), bilirubin, and
international normalized ratio (INR)
every month for the first 3 months of
therapy, every 3 months for the next 9
months, every 6 months during the next
3 years and annually thereafter.!

Renewal Criteria \

1. Is there evidence of improvement of Yes: Document ALP and | No: Pass to RPh.
primary biliary cholangitis, defined as: total bilirubin level. Go to | Deny; medical
a. ALP <1.67-times the ULN; AND #2 appropriateness
b. Decrease of ALP >15% from
baseline: AND ALP: units/L
c. Normal total bilirubin level? Total Bilirubin __ mg/dL
2. Has the pat i stabilizédsor c o| Yes: Approve for 12 No: Pass to RPh.
improved as assessed by the prescribing months. Deny; medical
provider? appropriateness

1. Cholbam (cholic acid) capsules [Full Prescribing Information]. San Diego, CA: Retrophin, Inc. March 2015.

P&T/DUR Review: 12/21 (DM); 11/19 (DM)
Implementation:  1/1/22; 1/1/2020
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Goal(s):

1 To ensure appropriate drug use and restrict to indications supported by medical literature and
funded by Oregon Health Plan.

Length of Authorization:

1 12 months

Requires PA:

1 Clobazam

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code

2. Is the request for renewal of therapy Yes: Go to Renewal No: Go to #3
previously approved by the FFS system? Criteria

3. Does the patient have a diagnosis of Yes: Go to #4 No: Goto#5
Lennox-Gastaut syndrome and is the
patient 2 years of age or older?

4. Is the patient uncontrolled on current Yes: Approve for 12 No: Pass to RPh.
baseline therapy with at least one other months Deny; medical
antiepileptic medication? appropriateness

5. Does the patient have a diagnosis of Yes: Approve for 12 No: Pass to RPh.
Dravet Syndrome and is the patient 2 years | months Deny; medical
of age or older? appropriateness.

Renewal Criteria

1. Has seizure frequency decreased since Yes: Approve for 12 No: Pass to RPh. Deny
beginning therapy? months for lack of treatment
response.

Limitations of Use:
1 Clobazam is not FDA-approved for epilepsy syndromes other than Lennox-Gastaut.
1 National Institute for Health and Care Excellence (NICE) guidance recommends clobazam as
a second line agent for management of Dravet Syndrome.*

1. National Institute for Health and Care Excellence (NICE). Epilepsies: diagnosis and management. nice.org.uk/guidance/cg137.
Accessed July 30, 2018

P&T Review: 10/21 (DM); 10/20 (DM); 6/2020 (DM); 1/19 (DM); 3/18; 7/16; 3/15; 5/12
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Implementation: 3/1/19; 8/16, 8/12

Goal(s):

1 Promote safe use of codeine in pediatric patients for analgesia or cough.

Length of Authorization:
1 Upto 3 days

Requires PA:
1 All codeine products for patients under 19 years of age

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. What is the age of the patient? Ages 0-12 years: Pass | Ages 13-18 years: Go
to RPh. Deny; medical | to #3
appropriateness

3. Is the prescription for an OHP-funded Yes: Go to #4 No: Pass to RPh.

condition? Deny; not funded by
the OHP

4. Has the patient recently undergone Yes: Pass to RPh. No: Go to #5

tonsillectomy or adenoidectomy? Deny; medical
appropriateness

5. Does the dose exceed 240 mg per day? Yes: Pass to RPh. No: Approve no more
Deny; medical than 3-day supply
appropriateness

P&T Review: 5/16; 9/15; 7/15
Implementation: 7/1/16; 8/25/15
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Conjugated Estrogens/Bazedoxifene (Duavee®)

Goal(s):
1 Approve conjugated estrogens/bazedoxifene only for indications where there is evidence to
support its use and safety.
1 Support the use of agents with clinical efficacy and safety supported by the medical literature
and guidelines.

Initiative:
9 Prior Authorization

Length of Authorization:
1 6-12 months

Requires PA:
1 Conjugated estrogens/bazedoxifene

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Step Therapy Reguired Prior to Coverage:

Prevention of vasomotor symptoms: conventional hormone therapy (see preferred drug list
options at (www.orpdl.orq)

Prevention of osteoporosis: bisphosphonates (see preferred drug list options at
www.orpdl.orq).

Approval Criteria

1. What is the diagnosis? Record ICD10 code
2. |s patient a postmenopausal woman within | Yes: Go to #3 No: Pass to RPh.
10 years of menopause? Deny; medical
appropriateness.
3. Is the patient <60 years of age with an Yes: Go to #4 No: Pass to RPh.
intact uterus? Deny; medical
appropriateness
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Approval Criteria

4. Will the prescriber consider a change toa | Yes: Inform prescriber | No: Go to #5
preferred product? of covered alternatives

in class.

Message:

1 Preferred products do not require a co-
pay. Preferred products are evidence-
based reviewed for comparative
effectiveness and safety by the Oregon
Pharmacy & Therapeutics (P&T)
Committee.

5. Is the patient being prescribed the Yes: Go to #6 No: Go to #7
medication for the prevention of
osteoporosis?

6. Has the patient tried and failed, or is there | Yes: Approve forupto | No: Pass to RPh.
a contraindication to, bisphosphonates? 12 months Deny; medical
appropriateness

7. Is the medication being prescribed for the Yes: Go to #8 No: Pass to RPh.
prevention of vasomotor symptoms? Deny; medical
appropriateness
8. Has the patient tried and failed or has a Yes: Approve forupto | No: Pass to RPh.
contraindication to conventional hormone 12 months Deny; medical
therapy? appropriateness
P&T Review: 1/17 (SS), 11/14
Implementation: 4/1/17; 1/1/15
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Drugs for Constipation

Length of Authorization:
1 Up to 6 months

Not Covered by OHP:
1 Disorders of function of stomach and other functional digestive disorders which includes
constipation and Irritable Bowel Syndrome (ICD-10: K3183-3184, K310, R1110, K30, K3189,
K319, K314-315, K312, K589, K591, K594, K5900-5902, K5909, K910-911, K9189, K598-599,
R159, R150, R152)

Requires PA:
1 Non-preferred drugs

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is the diagnosis covered by the OHP? Yes: Go to #3 No: Pass to RPh.
Deny; diagnosis not
covered by OHP.

3. Will the prescriber consider a change to a | Yes: Inform prescriber | No: Go to #4
preferred product? of covered alternatives

Message: preferred products do not require a
PA.
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Approval Criteria

4. Has the patient failed a 2-week trial of at
least 3 of the following management
strategies due to lack of effectiveness,
contraindications or adverse effects?

Dietary modificationd increased dietary
fiber (25 g/day)

Bulk-forming Laxatives: (psyllium [e.qg.,
Metamucil],methylcellulose [e.g., Citrucel],
calcium carbophil [e.g., Fibercon])

Saline Laxatives: (magnesium hydroxide
[e.g., Milk of Magnesia], magnesium
citrate, sodium phosphate [Fleet Enemal))

Stimulant Laxatives: (senna or bisacodyl)

Osmotic Laxatives: (lactulose, sorbitol or
polyethylene glycol 3350 [e.g., Miralax,
Glycolax])

Yes: Approve for 6
months.

No: Pass to RPh. Go to

#5.

Oregon Medicaid PA Criteria

107

July 1, 2021



Approval Criteria

5. RPh only:
Constipation is not covered under the OHP. Therefore, funding for drugs that treat constipation

are dependent whether the constipation adversely affects, or is secondary to, the underlying
medical condition covered by the Prioritized List.

1 Alvimopan (ENTEREG): FDA labeling, including a black boxed warning for risk of
myocardial infarction, limit use to in hospital use only for a maximum of 15 doses.
Evidence is primarily for the immediate post-operative period only.

1 Linaclotide (LINZESS): Constipation secondary to irritable bowel syndrome is not
approvable. Chronic constipation caused by a funded condition or adversely affecting a
funded condition is approvable if medically appropriate and justification is provided for
not meeting criterion #4.

1 Lubiprostone (AMITIZA): Constipation secondary to irritable bowel syndrome or opioid-
induced constipation is not approvable. Chronic constipation caused by a funded
condition or adversely affecting a funded condition is approvable if medically appropriate
and justification is provided for not meeting criterion #4.

1 Methylnaltrexone (RELISTOR): Opioid-induced constipation in patients with non-cancer
pain is not approvable. Chronic constipation secondary to continuous opioid use as part
of a palliative care regimen is approvable if justification is provided for not meeting
criterion #4.

1 Naldemedine (SYMPROIC): Opioid-induced constipation in patients with non-cancer pain
is not approvable. Justification must be provided for not meeting criterion #4. Naloxegol
(MOVANTIK): Opioid-induced constipation in patients with non-cancer pain is not
approvable. Justification must be provided for not meeting criterion #4.

1 Plecanatide (TRULANCE): Chronic idiopathic constipation is not approvable. Chronic
constipation caused by a funded condition or adversely affecting a funded condition is
approvable if medically appropriate and justification is provided for not meeting criterion
#4.

9 Prucalopride (MOTEGRITY): Chronic idiopathic constipation is not approvable. Chronic
constipation caused by a funded condition or adversely affecting a funded condition is
approvable if medically appropriate and justification is provided for not meeting criterion
#4.

1 Tegaserod (ZELNORM): Constipation secondary to irritable bowel syndrome is not
approvable. Justification must be provided for not meeting criterion #4.

1 Tenapanor (ISBRELA): Constipation secondary to irritable bowel syndrome is not
approvable. Justification must be provided for not meeting criterion #4.

P&T Review: 6/20 (DM), 7/17 (DM); 3/15; 3/09
Implementation: 7/1/20; 9/1/17; 5/1/16; 10/15, 4/18/15

Oregon Medicaid PA Criteria 108 July 1, 2021



Cough and Cold Preparations

Goal(s):

1 Limit use of cough and cold preparations to OHP-funded diagnoses.
1 Symptomatic treatment of upper respiratory tract infections is not funded by the OHP.

Length of Authorization:
1 Up to 12 months

Requires PA:
1 All drugs (expectorants, antitussives, oral decongestants and combinations) in TC = 16, 17
except those listed below.
1 All products for patients under 13 years of age.
1 All codeine-containing products for patients under 19 years of age (see Codeine PA criteria).

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

HSN Generic Drug Name

000206 Guaifenesin/codeine

000223 Guaifenesin/Dextromethorphan
002091 Pseudoephedrine

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is the diagnosis an OHP-funded diagnosis? | Yes: Go to #3 No: Pass to RPh.
All indications need to be evaluated to see Deny; not funded by
if funded on the Oregon Health Plan list of the OHP.
prioritized services.

3. Has the patient tried and failed, or have Yes: document failure. | No: Pass to RPh.
contraindications to, one of the covered Approve forup to 1 Deny; cost-
alternatives listed above? year. effectiveness

P&T Review: 5/16 (KK); 5/13; 2/06
Implementation: 7/1/16; 1/10/08
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Emergency Drug Coverage
Goal(s):

1 Restrict use for conditions when lack of therapy will result in serious jeopardy to the health of the
patient or an unborn child, serious impairment to bodily functions, or serious dysfunction of any
bodily organ or part

Length of Authorization:
1 Up to 12 months (criteria specific)

Requires PA:
1 All drugs for the CWM benefit

Covered Alternatives:
9 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

9 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is treatment related to any of the diagnoses | Yes: Go to #3 No: Go to #4
in Table 1, for which the absence of
treatment could result in:

T Serious jeopardy
health

9 Serious impairment to bodily
functions OR

1 Serious dysfunction of any bodily
organ or part?
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Approval Criteria

3. Is there documentation that the requestis | Yes: Pass to RPh. No: Adjudicate per
for primary or secondary preventative Deny; not covered for clinical criteria (if
therapy? CWM benefit pertinent).

Preventative therapy is | In the absence of
Note: chemoprophylaxis for primary not covered. specific clinical criteria,
prevention (to reduce risk of the diagnosis) therapy can be
and secondary prevention (to prevent approved for the length
dlse_as_e recurrence after complete of the prescription or
remission) are not covered. .
requested duration,
whichever is less (not
to exceed duration
listed below).

4. |s treatment for a side effect or comorbid Yes: Adjudicate per No: Pass to RPh. Go
condition related to a cancer diagnosis clinical criteria (if to #5.

(see examples in Table 2)? pertinent).
In the absence of
specific clinical criteria,
therapy can be
approved for the length
of the prescription or
requested duration,
whichever is less (not to
exceed 12 months).

5. RPh only: Other side effects from treatment and comorbid diagnoses unrelated to cancer are
currently not covered. Provider should include documentation that ancillary diagnoses are 1)
related to a covered condition and 2) drug therapy for the ancillary diagnosis is necessary to
treat the covered condition. For cancer-related conditions, RPh can use clinical judgement to
adjudicate requests per clinical criteria or deny based on the documentation provided. If
ancillary diagnoses are provided by the prescriber, please forward request to Oregon DMAP for
consideration and potential modification of current PA criteria.

Table 1. Conditions covered for CWM

ICD-10 Condition Maximum duration per request (months)

C00x-C96x Malignant neoplasms 12

D00.0-D07.30, Neoplasms (excludes benign neoplasms) 12

D37.0-D39.9,

D40.0-D44.9,

D47.9-D47.Z1,

D47.29-D49.9

T86.10-T86.19; Kidney transplant 12
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Z794.0

FOOx-F99x Behavioral health conditions only when treatment | 2
is prescribed in conjunction with a crisis visit
(CPT codes 90839 & 90840) or inpatient
hospitalization

Table 2. Common covered ancillary conditions

Condition (ICD-10 when a specific code is available)

Agranulocytosis secondary to cancer chemotherapy (D70.1)
Antineoplastic chemotherapy induced pancytopenia (D61.810)
Febrile neutropenia

Blood-clots secondary to cancer or venous access necessary for cancer treatment

Cancer-related pain or fatigue

Chemotherapy-induced nausea and vomiting

Tumor lysis syndrome (E88.3)

P&T/DUR Review: 4/22 (SS)
Implementation: 1/1/22

Oregon Medicaid PA Criteria 112

July 1, 2021



Cysteamine Delayed-release (PROCYSBI®)

Goal(s):

1 To restrict use of costly agents to appropriate patient populations.

Length of Authorization:
1 Up to 6 months

Requires PA:
1 Cysteamine delayed-release capsules (PROCYSBI)

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code
2. Is the diagnosis nephropathic cystinosis? Yes: Go to #3 No: Pass to RPh.
Deny; medical
appropriateness.
3. Is the patient receiving medications Yes: Pass to RPh. No: Go to #4
through a gastrostomy tube? Deny; medical
appropriateness.
4. Has the patient had an adequate trial of Yes: Approve forup to | No: Pass to RPh.
cysteamine immediate-release (IR) 6 months. Deny; medical
capsules (CYSTAGON); AND appropriateness.

Is the prescriber experienced in managing
metabolic diseases such as nephropathic
cystinosis; AND

Is there documentation of justified patient
non-adherence to cysteamine IR that
prevents the patient from achieving WBC
cysteine levels (<1 nmol %2 cysteine per mg

protein)?
P&T/DUR Review: 11/16 (DM); 3/14
Implementation: 1/1/17; 5/1/14
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Oral Cystic Fibrosis Modulators

Goals:
1 To ensure appropriate drug use and limit to patient populations in which they have
demonstrated to be effective and safe.

1 To monitor for clinical response for appropriate continuation of therapy.

Length of Authorization:
1 6 months

Requires PA:
1 Ivacaftor (Kalydeco®)

1 Lumacaftor/lvacaftor (Orkambi®)
1 Tezacaftor/lvacaftor (Symdeko®)

{ Elexacaftor/Tezacaftor/lvacaftor (TrikaftaO)

Preferred Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1. Approved and Funded Indications for Oral Cystic Fibrosis Modulators

Drug Name FDA approved CFTR mutation Age
Ivacaftor (Kalydeco) E56K, G178R, S549R K1060T, G1244E, P67L, E193K, 4 monthsto <6
G551D, A1067T, S1251N mont hs A
kg

R74W, L206W, G551S, G1069R, S1255P, D110E,

R347H, D579G, R1070Q, D1270N, D110H, R352Q,

S945L, R1070W G1349D, R117C, A455E, S977F,

F1074L, R117H, S549N, F1052V, D1152H 3849 + 2 6 months
10kbC i T, 2789 +5G>A, 3272-26A-G, 711+3A-G,

E831X, R117H or a mutation in the CFTR gene that is

responsive based on in vitro data. See drug labeling for

a comprehensive list of approved mutations:

https://www.accessdata.fda.gov/scripts/cder/daf/index.cf
m?event=overview.process&AppINo=203188

Lumacaftor/ivacaftor Homozygous Phe508del 2 2 years
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(Orkambi)

Tezacaftor/lvacaftor
(Symdeko)

Elexacaftor/tezacaftor/ivacafto
r (Trikafta)

Approval Criteria

Homozygous Phe508del, A455E, A1067T, D110E,
D110H, D579G, D1152H, D1270N, E56K, E193K,
E831X, F1052V, F1074L, K1060T, L206W, P67L,

R74W, R1070W, R117C, R347H, R352Q, S945L,
S977F, 711+3AYG, 2D2BRANEBGY A
3849+10kbCYT or a mutation
responsive based on in vitro data. See drug labeling for

a comprehensive list of approved mutations:
https://www.accessdata.fda.gov/scripts/cder/daf/index.cf
m?event=overview.process&AppINo=210491

At least one Phe508del mutation (homozygous or
heterozygous) or a mutation in the CFTR gene that is
responsive based on in vitro data. See drug labeling for
a comprehensive list of mutations:
https://www.accessdata.fda.gov/scripts/cder/daf/index.cf
m?event=overview.process&AppIN0=212273

2 6 years

2 6 years

1. Is this a request for continuation of therapy | Yes: Go to Renewal No: Go to #2
previously approved by the FFS program Criteria
(patient already on ivacaftor,
lumacaftor/ivacaftor, tezacaftor/ivacaftor, or
elexacaftor/tezacaftor/ivacaftor)?

Fibrosis?

2. Does the patient have a diagnosis of Cystic | Yes: Record ICD10 No: Pass to RPh. Deny;
code. Go to #3 medical appropriateness

pulmonologist?

3. Is the request from a practitioner at an Yes: Go to #4 No: Pass to RPh. Deny;
accredited Cystic Fibrosis Center or a

medical appropriateness
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Approval Criteria

Table 1?

4. Is the request for an FDA approved age
and CFTR gene mutation as defined in

Yes: Go to #5

No: Pass to RPh. Deny;
medical appropriateness

If unknown, there needs
to be a CF mutation test
to detect the presence
of the CFTR mutation
prior to use.

5. How many exacerbations and/or
hospitalizations in the past 12 months has

Prescriber must provide documentation before
approval. Document baseline value.

R117H mutation in the CFTR gene
detected by a CF mutation test?

the patient had? Go to #6
6. Is the request for ivacaftor? Yes: Go to #7 No: Go to #8
7. Does the patient have a documented Yes: Pass to RPh. No: Go to #8

Refer request to
Medical Director for
manual review and
assessment of clinical
severity of disease for
approval.

If unknown, there needs
to be a CF mutation test
to detect the presence
of the CFTR mutation
prior to use.

CF due to other CFTR
gene mutations are not
approved indications
(including the F508del
mutation).
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Approval Criteria

8. Is the patient on ALL the following drugs, or | Yes: Go to #9 No: Pass to RPh. Deny;
has had an adequate trial of each drug, medical appropriateness
unless contraindicated or not appropriate
based on age <6 years and normal lung
function?

9 Dornase alfa; AND
1 Hypertonic saline; AND

1 Inhaled or oral antibiotics (if
appropriate)?

9. Is the patient on concomitant therapy with | Yes: Pass to RPh. No: Go to #10
a strong CYP3A4 inducer (see Table 1)? Deny; medical
appropriateness

10.What are the baseline liver function Document labs. Go to #11
(AST/ALT) and bilirubin levels (within
previous 3 months)? If unknown, these labs need to be collected prior
to approval.
11.Is medication dosed appropriately based Yes: Approve for 6 No: Pass to RPh. Deny;
on age, weight, and co-administered drugs | months. medical appropriateness
(see dosing and administration below)? If approved, a referral

will be made to case
management by the
Oregon Health

Authority.
Renewal Criteria
1. Is there evidence of adherence and Yes: Go to #2 No: Pass to RPh; Deny
tolerance to therapy through pharmacy (medical
claims/refill history and provider appropriateness)
assessment?
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Renewal Criteria

2. Does the patient have documented Yes: Go to #3 No: Pass to RPh.
response to therapy as defined as below : Deny; medical

. appropriateness
For patients age O6 PPIOP

1 Animprovement or lack of decline in
lung function as measured by the
FEV1 when the patient is clinically
stable; OR

1 A reduction in the incidence of
pulmonary exacerbations; OR

1 A significant improvement in BMI by
10% from baseline?

For patients age 2-5 years (cannot
complete lung function tests)
1 Significant improvement in BMI by
10% from baseline; OR

1 Improvement in exacerbation
frequency or severity

3. Have liver function tests been appropriately | Document. Go to #4
monitored? What are the most recent liver
function tests (AST, ALT, and bilirubin)? Note: Therapy should be interrupted in patients

with AST or ALT >5x the upper limit of normal

- ) (ULN), or ALT or AST >3x ULN with bilirubin >2x
Note: Monitoring LFTs is recommended

ULN.
every 3 months for the first year, followed
by once a year.
4. Is the CFTR modulator dosed appropriately | Yes: Approve for No: Pass to RPh.
based on age, weight, and co-administered | additional 12 months Deny; medical
drugs (see dosing and administration appropriateness

below)?

Dosage and Administration:
Ivacaftor:
T Adults and pediatrics age O6 ye arcentainiigfdddsmg or al |y
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1 Children age 6 months t

0 <6 years:

0 5kgto<7Kkg: 25 mg packet every 12 hours

0 7 kgto <14 kg: 50 mg packet every 12 hours

o O 14 kag:
1 Hepatic Impairment
0 Moderate Impair

A Age

75 mg packet

ment (Child-Pugh class B):

06 years: one 1

A Age 6 months to < 6 years

every 12 hours

50

mg tablet once

1 with body weight < 14 kg: 50 mg packet once daily

T w

ith body weight

@)

daily

14 kg : 75 mg packet

0 Severe impairment (Child-Pugh class C): Use with caution at a dose of 1 tablet or 1 packet of
oral granules once daily or less frequently. For infants, children and adolescents: administer
usual dose once daily or less frequently. Use with caution.

1 Dose adjustment with concomitant medications:

Table 1. Examples of CYP3A4 inhibitors and inducers.

Drug co-
administered with
IVA

Co-administered drug category

Recommended dosage adjustment
for IVA

Ketoconazole
Itraconazole
Posaconazole
Voriconazole
Clarithromycin
Telithromycin

CYP3A4 strong inhibitors

Reduce IVA dose to 1 tablet or 1
packet of oral granules twice
weekly (one-seventh of normal
initial dose)

Fluconazole
Erythromycin
Clofazimine

CYP3A4 moderate inhibitors

Reduce IVA dose to 1 tablet or 1
packet of oral granules once daily
(half of normal dose)

Rifampin

Rifabutin
Phenobarbital
Phenytoin
Carbamazepine
St. Johnos

CYP3A4 strong inducers

Grapefruit Juice

CYP3A4 moderate inhibitors

Concurrent use is NOT
recommended
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Lumacaftor/ivacaftor
f Adults and pediatrics age O12 years: 2 tablets (L

1 Pediatric patients age 6 through 11 years: 2 tablets (LUM 100mg/IVA 125 mg) every 12 hours

91 Children age 2 to <6 years:
0 <14kg: 1 packet (LUM 100mg/IVA125mg) every 12 hours

o O 14 kg: 1 packet (LUM 150mg/ 1 VA 188mg) every
1 Hepatic impairment
0 Moderate impairment (Child-Pugh class B):

A Age O 6 years: 2 tablets ievenihghe morning and
A Age 2 to <6 years: 1 packet in the morning and 1 packet every other day in the evening

0 Severe impairment (Child-Pugh class C): Use with caution after weighing the risks and benefits
of treatment.

A Age O 6 years: 1 tablet twice daily, or | es
A Age 2 to <6 years: 1 packet once daily, or less

1 Dose adjustment with concomitant medications:

0 When initiating therapy in patients taking strong CYP3A inhibitors (see table above), reduce

dose to 1 tablet daily for the first week of treatment. Following this period, continue with the
recommended daily dose.

Tezacaftor/ivacaftor:

f Adults and pediatrics age O6 years weighing 030 Kk
and IVA 150 mg in the evening

1 Pediatrics age O 6 :JTEZ&0mMy/IVNEImg imthergorning aBIVAKZE mg in the
evening

1 Hepatic impairment
0 Moderate impairment (Child-Pugh class B):

A 1 tablet (TEZ 100 mg/IVA 150 mg) in the morning. The evening IVA dose should not be
administered.

0 Severe impairment (Child-Pugh class C):
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A 1 tablet (TEZ 100 mg/IVA 150 mg) in the morning (or less frequently). The evening IVA
dose should not be administered.

1 Dose adjustment with concomitant medications:

o When initiating therapy in patients taking moderate CYP3A inhibitors (see table above), reduce
dose to:

A Onday 1, TEZ 100/IVA 150 once daily in the morning, and on day 2, IVA 150 mg once
daily in the morning; continue this dosing schedule.

o When initiating therapy in patients taking strong CYP3A4 inhibitors (See table above), reduce
dose to:

A TEZ 100 mg/IVA 150 mg twice a week, administered 3 to 4 days apart. The evening
dose of IVA 150 mg should not be administered.

Elexacaftor/tezacaftor/ivacaftor:
f Adults and pediatrics a$08mgdEZ50 mgE\dAr7S mg) i the neoimihgeahds
IVA 150 mg in the evening

1 Hepatic impairment
0 Moderate impairment (Child-Pugh class B): Use only if the benefits outweigh the risks.

A 2 tablet (ELX 100 mg/TEZ 50 mg/IVA 75 mg) in the morning. The evening IVA dose
should not be administered.

0 Severe impairment (Child-Pugh class C): Use not recommended

1 Dose adjustment with concomitant medications:
o Dosage adjustment for concomitant therapy with moderate CYP3A inhibitors (see table above):

A 2 tablets (ELX 100 mg/ TEZ 50 mg/IVA 75 mg once daily in the morning, alternating with
one IVA 150 mg tablet in the morning every other day.

o Dosage adjustment for concomitant therapy with strong CYP3A4 inhibitors (See table above),
reduce dose to:

A 2 tablets (ELX 100 mg/TEZ 50 mg/IVA 75 mg twice a week, administered 3 to 4 days
apart. The evening dose of IVA 150 mg should not be administered.

P&T Review: 6/21(MH); 6/20; 9/19; 9/18; 7/18; 11/16; 11/15; 7/15; 5/15; 5/14; 6/12
Implementation: 7/1/21; 7/1/20; 11/1/19; 11/1/2018; 1/1/16; 8/25/15; 8/12

Oregon Medicaid PA Criteria 121 July 1, 2021

( E



Dalfampridine

Goal(s):

1 To ensure appropriate drug use and limit to patient populations in which the drug has been

shown to be effective and safe.

Length of Authorization:

1 Up to 12 months

Requires PA:

1 Dalfampridine

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated?

Record ICD10 code

2. Does the patient have a diagnosis of Yes: Go to #3 No: Pass to RPh. Deny;
Multiple Sclerosis? medical appropriateness
. Is the medication being prescribed by or | Yes: Go to #4 No: Pass to RPh. Deny;

in consultation with a neurologist?

medical appropriateness

. Is the request for continuation of therapy | Yes: Go to Renewal No: Go to #5
previously approved by the FFS program | Criteria
(patient has completed 2-month trial)?

. Does the patient have a history of Yes: Pass to RPh. Deny; | No: Go to #6
seizures? medical appropriateness

. Does the patient have moderate or Yes: Pass to RPh. Deny; | No: Go to #7

severe renal impairment (est. GFR <50
mL/min)?

medical appropriateness

. Is the patient ambulatory with a walking
disability requiring use of a walking aid
OR;
have moderate ambulatory dysfunction
and does not require a walking aid AND
able to complete the baseline timed 25-
foot walk test between 8 and 45
seconds?

Yes: Approve initial fill
for 2-month trial.

No: Pass to RPh. Deny;
medical appropriateness
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Renewal Criteria

1. Has the patient been taking dalfampridine | Yes: Go to #2 No: Pass to RPh. Deny;
for O2 months with medical appropriateness
improvement in walking speed while on
dal fampridine ( 020
timed 25-foot walk test)?

2. Is the medication being prescribed by or | Yes: Approve for 12 No: Pass to RPh. Deny;
in consultation with a neurologist? months medical appropriateness

Clinical Notes:
1 Because fewer than 50% of MS patients respond to therapy and therapy has risks, a trial of therapy should be
used prior to beginning ongoing therapy.

1 The patient should be evaluated prior to therapy and then 4 weeks to determine whether objective improvements
which justify continued therapy are present (i.e. at least a 20% improvement from baseline in timed walking
speed).

91 Dalfampridine is contraindicated in patients with moderate to severe renal impairment.

91 Dalfampridine can increase the risk of seizures; caution should be exercised when using concomitant drug
therapies known to lower the seizure threshold.

P&T Review: 6/21(DM); 8/20 (DM); 6/20; 11/17; 5/16; 3/12
Implementation: 8/16, 9/1/13
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Di spense

Goal(s):

Brand Name and Multi-Source

1 State compliance with US CFR 42 Ch.IV 8447.512
1 Encourage use of generics.
1 Cover multi-source brand drugs at the higher reimbursement rate (DAW-1) only when

diagnosis is covered by OHP and medically necessary.

Length of Authorization:

1 Upto 12 months

Requires PA:

a-$5 WDRAWtRei mbur sement

1 All brand multi-source drugs dispensed with a DAW-1 code (except narrow therapeutic index
drugs listed below) as defined in ORS 414.325.

Covered Alternatives:

1 Preferred alternatives listed at www.orpdl.org
1 Prior Authorization is NOT required when multi-source brands are dispensed with DAW codes

other than DAW-1 and thus pay at generic AAAC (Average Actual Acquisition Cost).

1 AAAC prices and dispute forms are listed at:
http://www.oregon.gov/oha/pharmacy/Pages/aaac-rates.aspx

Narrow-therapeutic Index Drugs that

WILL PAY Without Prior Authorization

HSN Generic Name Brand Name
001893 Carbamazepine Tegretol
004834 Clozapine Clozaril
004524 Cyclosporine Sandimmune
010086 Cyclosporine, modified Neoral
000004 Digoxin Lanoxin
002849 Levothyroxine Levothroid, Synthroid
008060 Pancrelipase Pancrease
001879 Phenytoin Dilantin
002812 Warfarin Coumadin
008974 Tacrolimus Prograf
000025 Theophylline controlled-release Various
HIC3-C4G Insulin(s) Various
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Approval Criteria

1. Is the diagnosis an OHP (DMAP) above Yes: Go to #2. No: Pass to RPH;

the line diagnosis? Deny
(Not Covered by the
OHP). Offer alternative
of using generic or
pharmacy accepting
generic price (no DAW-

1)
2. Is the drug requested an antiepileptic in Std | Yes: Document prior No: Go to #3.
TC 48 (e.g. Lamotrigine) or use and approve for
immunosuppressant in Spec TC Z2E (e.g. | one year.
Cellcept) and is the client stabilized on the
branded product?
3. Does client have documented failure Yes: Document date No: Pass to RPH;
(either therapeutic or contraindications) on | used and results of trial. | Deny,
an AB-rated generic? (usually 2 weeks is Approve for one year. (Cost Effectiveness)

acceptable)

P&T / DUR Action: 2/23/06, 3/19/09, 12/3/09 (KK)
Implementation: ~ 10/15, 7/1/06, 9/08, 7/1/09 (KK), 1/1/10 (KK)
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Di chl or phenami de

Goal(s):

1 Encourage appropriate use of dichlorphenamide for Hyperkalemic and Hypokalemic Periodic

Paralysis.

Length of Authorization:

1 Up to 3 months for the first authorization and first renewal. Up to 6 months for renewals thereafter.

Requires PA:

1 Dichlorphenamide

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1.

What diagnosis is being treated?

Record ICD10 code.

2.

Is the drug being used to treat an OHP
funded condition?

Yes: Go to #3

No: Pass to RPh.
Deny; not funded by
the OHP.

Tawil Syndrome or Paramytonia
congenita?

3. Is the request for continuation of Yes: Go to Renewal No: Go to #4
dichlorphenamide treatment previously Criteria
approved by Fee-For-Service?

4. |s the requested treatment for Andersen- Yes: Pass to RPh. No: Go to #5

Deny; medical
appropriateness.

Note: Dichlorphenamide
is only approved for
Hyperkalemic and
Hypokalemic Periodic
Paralyses.

5. Is the request for treatment of Yes: Go to #6 No: Pass to RPh.
Hyperkalemic or Hypokalemic Periodic Deny; medical
Paralysis based on genetic testing or appropriateness.
" i

clinical presentation Note:
Dichlorphenamide is
not indicated for other
forms of periodic
paralysis.
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Approval Criteria

6. Does the patient have an average baseline
attack rate of QL attack per week?

Yes: Go to #7

Document baseline
attack rate.

No: Pass to RPh.
Deny; medical
appropriateness.

7. Has the patient previously tried and failed
acetazolamide?

Yes: Go to #8

No: Pass to RPh.
Deny; medical
appropriateness.

8. Has the patient previously experienced
disease worsening upon treatment with
acetazolamide?

Yes: Pass to RPh.
Deny; medical
appropriateness.

Note: Dichlorphenamide
was not studied in this
population due to
potential for similar
disease worsening
effects.

No: Go to #9

9. Have potential precipitating factors
(including lifestyle and recent medication
changes) been evaluated for with
documentation of continued attack rate or
severity upon changes to therapy or
lifestyle modifications?

Note: Medications which affect potassium
levels include, but are not limited to, oral
potassium, steroids, insulin, and diuretics.

Yes: Go to #10

No: Pass to RPh.
Deny; medical
appropriateness.

Note: Lifestyle and
medication changes
are generally regarded
as first line therapy.

10.Is the patient currently taking GQ1000mg of

aspirin daily?

Yes: Pass to RPh.
Deny; medical
appropriateness.

Note: Concurrent use of
A1L000mg aspirin daily
with dichlorphenamide is
contraindicated.

No: Go to #11
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Approval Criteria

11.I1sthe patient 018 year s ol d?|Yes:Goto#12 No: Pass to RPh.
Deny; medical
appropriateness.

Note: There is
insufficient evidence of
safety and efficacy in
the pediatric

population.
12.Have baseline serum potassium and Yes: Approve for up to 3 | No: Pass to RPh.
bicarbonate been documented as >3.5 months. Deny; medical
mmol/L and >22 mmol/L respectively? appropriateness.

Renewal Criteria

1. Has the weekly average attack rate Yes: Go to #2 No: Pass to RPh.

decreased from baseline? Deny; medical
Document attack rate. appropriateness.

2. Have the serum potassium and Yes: Approve for 3 No: Pass to RPh.
bicarbonate been measured and months at first renewal Deny; medical
documented as >3.5 mmol/L and >22 and up to 6 months for | appropriateness.
mmol/L respectively since the last renewals thereafter.

approval?

P&T/DUR Review: 3/18 (EH)
Implementation: 4/16/18
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Dipeptidyl Peptidase-4 (DPP-4) Inhibitors

Goal(s):

1 Promote cost-effective and safe step-therapy for management of type 2 diabetes mellitus (T2DM).

Length of Authorization:
1 Upto 12 months

Requires PA:

1 All non-preferred DPP-4 Inhibitors. Preferred products do not require PA when prescribed as
second-line therapy in conjunction with metformin.

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated?

Record ICD10 code

or have contraindications to metformin?

(document contraindication, if any)

2. Does the patient have a diagnosis of Type | Yes: Go to #3 No: Pass to RPh.
2 diabetes mellitus? Deny; medical
appropriateness
3. Has the patient tried and failed metformin, | Yes: Go to #4 No: Pass to RPh; deny

and recommend trial of
metformin. See below
for metformin titration
schedule.

4. Will the prescriber consider a change to a
preferred product?

Message:
1 Preferred products are reviewed for

comparative effectiveness and safety
by the Oregon Pharmacy and
Therapeutics (P&T) Committee.

Yes: Inform prescriber
of covered alternatives
in class

No: Approve for up to
12 months

Initiating Metformin

mg once per day.

1. Begin with low-dose metformin (500 mg) taken once or twice per day with meals (breakfast and/or dinner) or 850

2. After 5-7 days, if gastrointestinal side effects have not occurred, advance dose to 850 mg, or two 500 mg tablets,
twice per day (medication to be taken before breakfast and/or dinner).

the dose at a later time.

3. If gastrointestinal side effects appear with increasing doses, decrease to previous lower dose and try to advance

4. The maximum effective dose can be up to 1,000 mg twice per day. Modestly greater effectiveness has been
observed with doses up to about 2,500 mg/day. Gastrointestinal side effects may limit the dose that can be used.

Nathan, et al. Medical management of hyperglycemia in Type 2 Diabetes: a consensus algorithm for the initiation and adjustment of
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therapy. Diabetes Care. 2008; 31;1-11.

P&T/DUR Review: 8/20 (KS), 7/18; 9/17; 9/16; 9/15; 9/14; 9/13; 4/12; 3/11 Implementation: 9/1/20; 10/13/16; 10/15; 1/15; 9/14; 1/14; 2/13

Droxidopa (NortherakE)

Goal(s):

1 To optimize appropriate pharmacological management of symptomatic neurogenic orthostatic
hypotension.

Length of Authorization:
1 Initial: 14 days
1 Renewal: 3 months

Requires PA:
1 Non-preferred drugs

Covered Alternatives:
1 Preferred alternatives listed at www.orpdl.org

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is the treated diagnosis on OHP funded Yes: Go to #3. No: Pass to RPH.
condition? Deny for medical
appropriateness.

3. Does the patient have a diagnosis of Yes: Go to #4. No: Pass to RPH.
symptomatic orthostatic hypotension Deny for medical
(ICD10 1951) due to primary autonomic appropriateness.
failure (Parkinsonos
system atrophy or pure autonomic failure),
dopamine beta-hydroxylase deficiency, or
nondiabetic autonomic neuropathy?

(ICD10 G20; G230-232, G238;
E700,E7021-7030, E705,E708,E710,
E7040,E71120,E7119, E712, E7210,
E7211,E7219, E7200-7201, E7204, E7209,
E7220, E7222, E7223, E7229, E723,
E728; G9001,G904, G909, G9009, G059,
G90519, G90529, G990)

4. |s the patient currently receiving Yes: Pass to RPH. No: Go to #5.
antihypertensive medication? Deny for medical
appropriateness.
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Approval Criteria

5. Does the patient have a documented trial
of appropriate therapy with both
fludrocortisone and midodrine?

Message:

Preferred products are evidence-based
reviewed for comparative effectiveness and
safety by the Pharmacy and Therapeutics
Committee.

Yes: Approve for up to
14 days.

No: Inform provider
fludrocortisone and
midodrine are both
covered alternatives. If
justification provided
for not trying
alternatives
(contraindications,
concern for adverse
effects, etc.), approve
for up to 14 days.

Renewal Criteria

1. Is this the first time the patient is requesting
this renewal?

|

Yes: Go to #2.

No: Approve for up to 3
months.

2. Does the patient have documented
response to therapy (e.g., improvement in
dizziness/ lightheadedness)?

Yes: Approve for up to
3 months.

No: Pass to RPH; Deny
for medical
appropriateness.

P&T / DUR Action:
Implementation:

1/29/15 (AG)
10/15
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Drugs Selected for Manual Revi e

Goal:
1 Require specialty drugs selected by the Oregon Pharmacy & Therapeutics (P&T) Committee to be

manually reviewed and approved by the Oregon Health Plan (OHP) Medical Director.

Length of Authorization:
1 To be determined by OHP Medical Director.

Requires PA:
1 A drug approved by the P&T Committee to be manually reviewed by the OHP Medical Director for

approval.

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code

2. Pass to RPh. Deny; requires manual review and approval by the OHP Medical Director.

Message: The P&T Committee has determined this drug requires manual review by the OHP
Medical Director for approval.

P&T / DUR Review: 11/15 (AG)
Implementation 1/1/16
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Drugs fdundNed Conditions

Goal:
1 Restrict use of drugs reviewed by the Oregon Pharmacy & Therapeutics (P&T) Committee without
evidence for use in Oregon Health Plan (OHP)-funded conditions.

Length of Authorization:
1 Up to 6 months.

Requires PA:
1 A drug restricted by the P&T Committee due to lack of evidence for conditions funded by the OHP.

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code

2. Is the drug being used to treat an OHP- Yes: Go to #4 No: Go to #3
funded condition?

3. Is the patient 21 years of age or younger Yes: Approve for 6 No: Deny; not funded
AND is there documentation that the months, or for length of | by the OHP.
therapy is expected to improve the the prescription,
patientdés abil ity t o|whicheverisless

participate in school?

4. Pass to RPh. The prescriber must provide documentation of therapeutic failure, adverse event,
or contraindication alternative drugs approved by FDA for the funded condition. Otherwise, the
prescriber must provide medical literature supporting use for the funded condition. RPh may use
clinical judgement to approve drug for up to 6 months or deny request based on documentation
provided by prescriber.

P&T / DUR Review: 4/22 (SS); 11/15 (AG)
Implementation TBD; 1/1/16
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Drugs for Duchenne Muscular Dystrophy

Goal(s):

1 Encourage use of corticosteroids which have demonstrated long-term efficacy.

1 Restrict use of targeted oligonucleotides for exon skipping and deflazacort to patients with
Duchenne Muscular Dystrophy.

1 Limit use of deflazacort to patients with contraindications or serious intolerance to other oral
corticosteroids.

Length of Authorization:
1 6 months

Requires PA:
1 Targeted therapies for exon skipping (see Table 1; pharmacy or physician administered claims)
1 Deflazacort

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1. FDA Approved Indications for targeted therapies

Drug Indication Examples of amenable mutations (list is not
all inclusive)

casimersen Duchenne muscular dystrophy with Deletion of exons 44, 46, 46 to 47, 46 to 48,

(Amondys 45®) mutations amenable to exon 45 46 to 49, 46 to 51, 46 to 53, 46 to 55, or 46 to
skipping 57

eteplirsen Duchenne muscular dystrophy with Deletion of exons 43 to 50; 45 to 50; 47 to 50;

(Exondys 51%) mutations amenable to exon 51 48 to 50; 49 to 50; 50; or 52
skipping

golodirsen Duchenne muscular dystrophy with Deletion of exons 42 to 52; 45 to 52; 47 to 52,;

(Vyondys 53®) mutations amenable to exon 53 48 to 52; 49 to 52; 50 to 52; 52; or 54 to 58
skipping

Viltolarsen Duchenne muscular dystrophy with Deletion of exons 42 to 52; 45 to 52; 47 to 52;

(Viltepso®) mutations amenable to exon 53 48 to 52; 49 to 52; 50 to 52; 52; or 54 to 58
skipping

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is the request for treatment of Duchenne Yes: Go to #3 No: Pass to RPh. Deny;

Muscular Dystrophy? medical appropriateness.

Note: Therapies are not
indicated for other forms
of muscular dystrophy or
other diagnoses.

3. Is the request for deflazacort? Yes: Go to #4 No: Go to #7
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Approval Criteria

4. 1s the patient O 2 vy|Yes:Goto#5 No: Pass to RPh. Deny;
medical appropriateness.

5. Has the patient received, or have Yes: Go to #6 No: Pass to RPh. Deny;
contraindications to, all routine medical appropriateness.
immunizations recommended for their age? | Document physician

attestation of

Note: Routine vaccinations for patients at immunization history.

least 2 years of age typically include

hepatitis B, hepatitis A, diphtheria, tetanus,
pertussis, pneumococcal conjugate,
inactivated poliovirus, influenza, and at
least 2 doses of measles, mumps, rubella,

and varicella.

6. Does the patient have a documented Yes: Approve forup | No: Pass to RPh. Deny;
contraindication or intolerance to oral to 12 months. medical appropriateness.
prednisone that is not expected to
crossover to deflazacort? Document Recommend trial of

contraindication or prednisone.
Note: deflazacort may be an option for intolerance reaction.

patients with clinically significant weight
gain associated with prednisone use.

7. Is the request for continuation of treatment | Yes: Go to Renewal | No: Go to #8

previously approved by FFS? Criteria
8. Is the request for an FDA-approved Yes: Go to #9 No: Pass to RPh, Deny;
indication (Table 1)? medical appropriateness.
Document genetic
testing.
9. Is the request for golodirsen or viltolarsen? | Yes: Go to #10 No: Go to #12
10.1s the request for combination treatment Yes: Pass to RPh. No: Go to #11
with 2 or more targeted therapies (e.qg., Deny; medical
golodirsen and viltolarsen)? appropriateness.
11.Has the provider assessed baseline renal Yes: Go to #12 No: Pass to RPh. Deny;
function as recommended in the FDA medical appropriateness.
label?

Recommended monitoring includes serum
cystatin C, urine dipstick, and urine protein-
to-creatinine within the past 3 months
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Approval Criteria

12.Has the patient been on a stable dose of Yes: Go to #13 No: Pass to RPh. Deny;
corticosteroid for at least 6 months or have medical appropriateness.
documented contraindication to steroids?

13.Has baseline functional assessment been | Yes: Document No: Pass to RPh. Deny;
evaluated using a validated tool (e.g., the baseline functional medical appropriateness.
6-minute walk test, North Star Ambulatory | assessment and
Assessment, etc)? approve forup to 6

months

Renewal Criteria

1. Is the request for golodirsen or viltolarsen? | Yes: Go to #2 No: Go to #3

2. Has the provider assessed renal function? | Yes: Go to #3 No: Pass to RPh,

Deny; medical

Recommended monitoring includes urine appropriateness.

dipstick monthly, serum cystatin C every 3
months, and protein-to-creatine ratio every

3 months.
3. Has the patient s balYes:Goto#4 No: Pass to RPh,
been maintained at or above baseline level Deny; medical
or not declined more than expected given Document functional appropriateness.
the natural disease progression? status and provider
attestation.
4. Is there documentation based on chart Yes: Go to #5 No: Approve for up to 6
notes of any serious adverse events months

related to treatment (e.g., acute kidney
injury, infections, etc.)?

5. Has the adverse event been reported to Yes: Approve forup to | No: Pass to RPh,
the FDA Adverse Event Reporting System | 6 months Deny; medical
(FAERS)? appropriateness.

Document provider
attestation

P&T/DUR Review: 8/21 (SS); 2/21; 6/20; 09/19; 11/17; 07/17
Implementation: 9/1/21; 3/1/21; 7/1/20; 11/1/19; 1/1/18; 9/1/17
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Eculizumab (SolirisV)

Goal(s):
1 Restrict use to OHP-funded conditions and according to OHP guidelines for use.
1 Promote use that is consistent with national clinical practice guidelines and medical evidence.
1 Eculizumab is approved by the FDA for the following indications:
o Neuromyelitis Optica Spectrum Disorder (NMOSD) in adult patients who are anti-AQP4-1gG-antibody
positive
0 Reducing hemolysis in patients with paroxysmal nocturnal hemoglobinuria (PNH)
o Inhibiting complement-mediated thrombotic microangiopathy in patients with atypical hemolytic uremic
syndrome (aHUS)
o Treatment of generalized myasthenia gravis (MG) in adult patients who are anti-acetylcholine receptor
(AchR) antibody positive

Length of Authorization:
1 Up to 12 months

Requires PA:
1 Soliris® (eculizumab) pharmacy and physician administered claims

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is the diagnosis funded by OHP? Yes: Go to #3 No: Pass to RPh.
Deny; not funded by
the OHP.

Yes: Go to Renewal No: Go to #4

3. Is this request for continuation of therapy? o
Criteria
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Approval Criteria

Yes: Go to #5 No: Pass to RPh.
Deny; medical
appropriateness

4. Has the patient been vaccinated against
Streptococcus pneumoniae, Haemophilus
influenzae type B, and Neisseria
meningitidis serogroups A, C, W, and Y
and serogroup B according to current
Advisory Committee on Immunization
Practice (ACIP) recommendations for
vaccination in patients with complement
deficiencies?

Note: Prescribing information recommends
vaccination at least 2 weeks prior to
starting therapy. If the risk of delaying
therapy outweighs the risk of developing a
serious infection, a 2 week course of
antibiotic prophylaxis must be immediately
initiated if vaccines are administered less
than 2 weeks before starting complement
therapy.

5. Is the diagnosis one of the following: Yes: Go to #6 No: Go to #7

1 Neuromyelitis Optica Spectrum
Disorder (NMOSD) in an adult who
is anti-aquaporin-4 (AQP4) antibody
positive,

1 Paroxysmal Nocturnal
Hemoglobinuria (PNH),

OR

1 atypical Hemolytic Uremic
Syndrome (aHUS)? (Note:
Eculizumab is not indicated for the
treatment of patients with Shiga
toxin E. coli related hemolytic uremic
syndrome (STEC-HUS).

6. Does the requested dosing align with the Yes: Approve for 12 No: Pass to RPh.
FDA- approved dosing (Table 1)? months Deny; medical
appropriateness
7. ls the request for a diagnosis of Yes: Goto#8 No: Pass to RPh.
myasthenia gravis in an adult patient who Deny; medical
is ACh Receptor (AChR) antibody-positive? appropriateness
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Approval Criteria

8. Has the patient tried:

9 atleast 2 or more Deny; medical

Yes: Go to #9 No: Pass to RPh.

immunosuppressant therapies (e.g.,
glucocorticoids in combination with
azathioprine or mycophenolate
mofetil or cyclosporine or tacrolimus
or methotrexate or rituximab) for 12
months without symptom control
OR

at least 1 or more nonsteroidal
immunosuppressant with
maintenance intravenous

appropriateness

immunoglobulin once monthly or
plasma exchange therapy (PLEX)
over 12 months without symptom

control?
9. Is the Myasthenia Gravis-Activities of Daily | Yes: Approve for 12 No: Pass to RPh.
Living (MG-ADL) total score 2 67 months Deny; medical

appropriateness

Renewal Criteria

1. Is there objective documentation of
treatment benefit from baseline?

Appropriate measures will vary by Document baseline
indication (e.g., hemoglobin stabilization, assessment and
decreased transfusions, symptom control or | physician attestation
improvement, functional improvement, received.

etc.).

Yes: Approve for 12 No: Pass to RPh.
months Deny; medical
appropriateness

Table 1. FDApproved Indications and Dosing for Eculizuntab

Eculizumab (Solif$

FDAapprovedindications

1 Neuromyelitis Optica Spectrum Disorder (NMOSD) in adult patients who are anti

AQP4igGantibody

Reducing hemolysis in patients with paroxysmal nocturnal hemoglobinuria (PNH)

Inhibiting complemenimediated thromboticmicroangiopathy in patients with atypicg

hemolytic uremic syndrome (aHUS)

1 Treatment of generalized myasthenia gravis in adult patients who are anti
acetylcholine receptor antibody positive

f
f

Recommended NMOSD dose
in patients 18 yo and older

900 mg IV eery week x 4 weeks, followed by
1200 mg IV for the fifth dose 1 week later, then
1200 mg IV every 2 weeks thereafter
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Recommended PNH dose in | 600 mg IV every week x 4 weeks, followed by

patients 18 yo and older 900 mg IV for the fifth dose 1 week latelhen
900 mg IV every 2 weeks thereafter

Recommended aHUS dose in| Body Weight Induction Dose Maintenance Dose

patients less than 18 yo 5 kg to 9 kg 300 mg weekly x 1 dose 300 mg at week 2; then 300mg every
10 kg to 19 kg 600 mg weekly x 1 dose weeks
20 kg to 29 kg 600 mg weekly x doses 300 mg at week 2; then 300mg every

30 kg to 39 kg 600 mg weekly x 2 doses weeks
X nn 13 900 mg weekly x 4 doses 600 mg at week 3; then 600mg every

weeks
900 mg at week 3; then 900 mg every
weeks
1200 mg atveek 5; then 1200 mg ever
2 weeks
Recommended aHUS dose in| 900 mg IV every week x 4 weeks, followed by 1200 mg IV for the fifth dose 1 week later,
patients 18 yo and older 1200 mg IV every 2 weeks thereafter
Recommended generalized 900 mglV every week x 4 weeks, followed by 1200 mg IV for the fifth dose 1 week later, t
MG dose 1200 mg IV every 2 weeks thereafter
Dose Adjustment in Case of Dependent on most recent eculizumab dosgfer to prescribing information for appropriate
Plasmapheresis, Plasma dosing (300 mg to 600 mg)

Exchange, or Fresh Frozen
Plasma Infusion
1. Soliris (eculizumab) Solution for Injection Prescribing Information. Boston, MA: Alexion Pharmaceuticals, Inc. 11/2020.

P&T/DUR Review:12/21; 4/21 (DM)
Implementation: 5/1/21
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Edaravone (Radicava™)

Goal(s):

1 To encourage use of riluzole which has demonstrated mortality benefits.

1 To ensure appropriate use of edaravone in populations with clinically definite or probable
amytrophic lateral sclerosis

1 To monitor for clinical response for appropriate continuation of therapy

Length of Authorization:
1 Up to 12 months

Requires PA:
1 Edavarone (pharmacy and physician administered claims)

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is the request for continuation of therapy of | Yes: Go to Renewal No: Go to #3
previously approved FFS criteria (after Criteria
which patient has completed 6-month
trial)?

3. lIs this a treatment for amyotrophic lateral Yes: Go to #4 No: Pass to RPh.
sclerosis (ALS)? Deny; medical

appropriateness

4. Is the diagnosis funded by OHP? Yes: Go to #5 No: Pass to RPh.

Deny; not funded by
the OHP.

5. Is the patient currently on riluzole therapy, | Yes: Go to #6 No: Pass to RPh.
OR have a documented contraindication or Deny; medical
intolerance to riluzole? appropriateness

6. Is the medication being prescribed by orin | Yes: Go to #7 No: Pass to RPh.
consultation with a neurologist? Deny; medical

appropriateness

7. Does the patient have documented Yes: Record lab result. | No: Pass to RPh.
percent-predicted forced vital capacity Go to #8 Deny; medical
(%9FVC) O 80 %7 appropriateness
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Approval Criteria

8.

Is there a baseline documentation of the
revised ALS Functional Rating Scale
(ALSFRS-R) score with >2 points in each
of the 12 items?

Yes: Record baseline
score.
(O [worst] to 48 [best])

Approve for 6 months
based on FDA-
approved dosing.*

No: Pass to RPh.
Deny; medical
appropriateness

Renewal Criteria

that the use of Radicava (edarvone) has
slowed in the decline of functional abilities
as assessed by a Revised ALS Functional
Rating Scale (ALSFRS-R) with no decline
more than expected given the natural
disease progression (5 points from
baseline over 6 months)?

1. Is the medication being prescribed by orin | Yes: Go to #2 No: Pass to RPh.
consultation with a neurologist? Deny; medical
appropriateness
2. Has the prescriber provided documentation | Yes: Go to #3 No: Pass to RPh.

Deny; medical
appropriateness

Use clinical judgment
to approve for 1 month
to allow time for
appeal.

MESSAGE: A Al t h g
the request has been
denied

for long-term use
because it is
considered medically
inappropriate, it has
also been APPROVED

for one
month to allow time for
appeal . o

Does the patient have documented
percent-predicted forced vital capacity
(%FVC)O 8 0 %?

Yes: Record lab result.
Go to #4

No: Pass to RPh.
Deny; medical
appropriateness

Is there a documentation of the revised
ALS Functional Rating Scale (ALSFRS-R)
score with >2 points in each of the 12
items?

Yes: Record score.
(O [worst] to 48 [best])

Approve for 12 months.

No: Pass to RPh.
Deny; medical
appropriateness

* = see below for summary of FDA-approved dosage and administration. Consult FDA website for prescribing information details at
www.fda.gov
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P&T/DUR Review: 7/18 (DE)
Implementation: 8/15/18

*Dosage and Administration:

60 mg (two consecutive 30 mg infusion bags) IV infusion over 60 minutes

1 Initial treatment cycle: daily dosing for 14 days followed by @y drugfree period

1 Subsequent treatment cycles: daily dosing for 10 days out -afal4periods, followed by4tday drugfree period
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Efgartigi mod (VyvgartE)
Goal(s):

1 Restrict use to OHP-funded conditions.
i Promote use that is consistent with medical evidence.

Length of Authorization:
1 Upto 12 months

Requires PA:
f VyvgartE (efgartigimod) pharmacy and physician

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is this an FDA approved indication? Yes: Go to #3 No: Pass to RPh.
Deny; medical
appropriateness

3. Is this a request for continuation of Yes: Go to Renewal No: Go to #4
therapy? Criteria

4. Is the diagnosis funded by OHP? Yes: Go to #5 No: Pass to RPh.
Deny; not funded by
the OHP.

5. Is the request for efgartigimod made by, or | Yes: Go to #6 No: Pass to RPh.
in consultation with, a neurologist or Deny; medical
rheumatologist? appropriateness

6. Does the patient have an active infection? | Yes: Pass to RPh. No: Go to #7

Deny; medical
appropriateness.
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Approval Criteria

7. Has the patient received, or have
contraindications to, all routine
immunizations recommended for their age?

Note: Routine vaccinations for patients at least
2 years of age typically included hepatitis B,
hepatitis A, diphtheria, tetanus, pertussis,
pneumococcal conjugate, inactivated
poliovirus, influenza, and at least 2 doses of
measles, mumps, rubella, and varicella.
Immunization with live-attenuated or live
vaccines is not recommended during
efgartigimod treatment.

Yes: Go to #8.

Document physician
attestation of
immunization history

No: Pass to RPh.
Deny; medical
appropriateness.
Administer vaccines
before initiation of a
new treatment cycle of
efgartigimod

8. Does the patient have a positive
serological test for anti-AChR antibodies?

Yes: Go to #9

No: Pass to RPh.
Deny; medical
appropriateness

9. Does the patient have a Myasthenia Gravis
Foundation of America (MGFA) Clinical
Classification of class II, Ill or IV?

Yes: Go to #10

No: Pass to RPh.
Deny; medical
appropriateness

10.Does the patient have a myasthenia gravis-
specific activities of daily living scale (MG-
ADL) total score of 5 points or more?

Yes: Go to #11

Record baseline MG-
ADL score

No: Pass to RPh.
Deny; medical
appropriateness

11.Has the patient received or is currently
receiving two immunosuppressant
therapies (as monotherapy or in
combination) for at least one year without
adequate symptom control or do they have
contraindications to these therapies?

Example immunosuppressant therapies:
- Azathioprine

- Cyclosporine

- Mycophenolate mofetil

- Tacrolimus

- Methotrexate

- Cyclophosphamide

Yes: Go to #12

No: Pass to RPh.
Deny; medical
appropriateness.
Recommend trial of
immunosuppressant
therapy
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Approval Criteria

12.1s the request for efgartigimod dosing that
corresponds to FDA labeling?
1 10 mg/kg once weekly for 4 weeks
1 For patients weighing 120 kg or
more, the recommended dose is
1200 mg per infusion

Yes: Approve for up to
two cycles. Each cycle
is 1 dose/week for 4
weeks. The second
cycle should not be
administered sooner
than 50 days from start
of previous cycle.

No: Pass to RPh.
Deny; medical
appropriateness

Renewal Criteria

efgartigimod?

1. Has it been 50 days or more from the start Yes: Go to #2 No: Pass to RPh.
of the previous efgartigimod treatment cycle? Deny; medical

appropriateness
2. Is this request for the first renewal of Yes: Go to #3 No: Go to #4

3. Has the patient experienced a reduction in
symptoms of at least 2 points from MG-ADL
total baseline score?

Yes: Approve for up to
5 cycles. Each cycle is
1 dose/week for 4
weeks. Additional
cycles should not be
administered sooner
than 50 days from start
of previous cycle.

Record MG-ADL score

No: Pass to RPh.
Deny; medical
appropriateness

4. Has the patient maintained a stable MG-
ADL score over the last 12 months of

Yes: Approve for up to
7 cycles. Each cycle is

No: Pass to RPh.
Deny; medical

efgartigimod therapy? 1 dose/week for 4 appropriateness

weeks. Additional
cycles should not be
administered sooner
than 50 days from start
of previous cycle.
Record MG-ADL score

P&T/DUR Review: 4/22 (KS)

Implementation: 5/1/22
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Emapalumab

Goal(s):

1 To ensure appropriate use of emapalumab in patients with primary hemophagocytic
lymphohistiocytosis (pHLH).

Length of Authorization:
1 2-6 months

Requires PA:
1 Emapalumab

Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1. Diagnostic Criteria for pHLH
Fever
Splenomegaly
Cytopenias (2 or more):
- Hemoglobin <9 g/dL (infants <4 weeks: <10 g/dL)
o & el el @ - Platelets _<100 x 109/L
S . - Neutrophils <1 x 109/L
criteria at baseline Hypertriglyceridemia (fasting, >265 mg/dL) or hypofibrinogenemia (<150 mg/dL)
Hemophagocytosis in spleen, bone marrow, lymph nodes or liver
Low or absent NK cell activity
Ferritin >500 e€g9g/L
Elevated soluble CD25 (interleukin 2 receptor alpha) 22,400 units/mL

OR
Molecular Genetic Biallelic pathogenic gene variant (eg. PRF1, UNC13D, STX11, or STXBP2)
Testing or family history consistent with primary HLH

Table 2. Dosage and Administration
Indication Dosing Regimen Maximum Dose
Primary HLH 1 mg/kg IV twice per week (every 3 to 4 days) 10 mg/kg/dose

Approval Criteria

1. Is this a request for continuation of therapy | Yes: Go to Renewal No: Go to #2
previously approved by the FFS program? | Criteria

2. What diagnosis is being treated? Record ICD10 code.

3. Is the diagnosis funded by OHP? Yes: Go to #4 No: Pass to RPh.
Deny; not funded by
the OHP.
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Approval Criteria

4. |s this agent being prescribed for treatment | Yes: Document prior No: Pass to RPh.
of refractory, recurrent, or progressive therapies or reasons for | Deny; medical
primary HLH or for those who are intolerant | failure. appropriateness.
to conventional primary HLH therapy?

Go to #5

Conventional therapy should have included

an etoposide and dexamethasone-based

regimen

5. Has the diagnosis of pHLH been confirmed | Yes: Go to #6 No: Pass to RPh.
by genetic testing or by diagnostic criteria Deny; medical
listed in Table 17? appropriateness.

6. Is the agent prescribed by or in Yes: Go to #7 No: Pass to RPh.
consultation with a specialist (e.g. Deny; medical
hematologist) with experience in treating appropriateness.
HLH patients?

7. Is the agent being prescribed concurrently | Yes: Go to #8 No: Pass to RPh.
with dexamethasone? Deny; medical

appropriateness.

8. Is there documentation that the prescriber | Yes: Go to #9 No: Pass to RPh.
has assessed the patient and found no Deny; medical
evidence of active infection? appropriateness.

9. Has the patient received prophylaxis for Yes: Go to #10 No: Pass to RPh.
Herpes Zoster, Pneumocystis Jirovecii, and Deny; medical
fungal infections? appropriateness.

10.1s there documentation that the patient has | Yes: Go to #11 No: Pass to RPh.
been evaluated and will continue to be Deny; medical
monitored for TB, adenovirus, EBV, and appropriateness.
CMV every 2 weeks as clinically
appropriate?

11.1s the agent dosed appropriately based on | Yes: Document patient | No: Pass to RPh.
documentation of a recent patient weight weight and go to #12 Deny; medical
(see Table 2 above)? appropriateness.

Weight:
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Approval Criteria

12.1s there attestation that the patient and
provider will comply with case

outcome for the patient and adhere to

Oregon Health Authority?

management to promote the best possible

monitoring requirements required by the

Yes: Approve for 2
months.

No: Pass to RPh.
Deny; medical
appropriateness.

Renewal Criteria

1. Does the patient show evidence of

developing any serious infections, severe

Yes: Pass to RPh.
Deny; medical

No: Go to #2

cell transplantation (HSCT)?

has not yet received hematopoietic stem

infusion reactions, or unacceptable toxicity | aPPropriateness
related to emapalumab
treatment/administration?
2. Is emapalumab being prescribed Yes: Go to #3 No: Pass to RPh.
concurrently with dexamethasone? Deny; medical
appropriateness
3. Is the patient receiving ongoing monitoring | Yes: Go to #4 No: Pass to RPh.
for TB, adenovirus, EBV, and CMV every 2 Deny; medical
weeks as clinically appropriate? appropriateness
4. Does the provider attest that the patient Yes: Go to #5 No: Pass to RPh.

Deny; medical
appropriateness

5. Has t he qomditian stabilizédsor Yes: Approve for up to 6 | No: Pass to RPh.
improved as assessed by the prescribing months. Deny; medical
provider? appropriateness

P&T/DUR Review: 6/20 (DE)
Implementation: 9/1/2020
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Erythropoiesis Stimulating Agents (ESAS)

Goal(s):

1 Cover ESAs according to OHP guidelines and current medical literature.
1 Cover preferred products when feasible.
Length of Authorization:
1 12 weeks initially, then up to 12 months
1 Quantity limit of 30 day per dispense
Requires PA:
1 All ESAs require PA for clinical appropriateness.
Covered Alternatives:
1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code

2. Is this an OHP covered diagnosis? Yes: Go to #3 No: Pass to RPh.
Deny; not funded by
the OHP

3. Is this continuation of therapy previously Yes: Go to #12 No: Go to #4
approved by the FFS program?

4. Is the requested product preferred? Yes: Go to #6 No: Go to #5

5. Will the prescriber change to a preferred Yes: Inform prescriber | No: Go to #6
product? of covered alternatives

in class.
Message:
1 Preferred products do not require PA.
1 Preferred products are evidence-based
reviewed for comparative effectiveness
and safety by the Pharmacy and
Therapeutics (P&T) Committee.

6. Is the diagnosis anemia due to chronic Yes: Go to #7 No: Go to #8
renal failure! or chemotherapy?3?

7. 1s Hgb <10 g/dL or Hct <30% Yes: Approve for 12 No: Pass to RPh.
AND weeks with additional Deny; medical
Transferrin saturation >20% and/or ferritin | approval based upon appropriateness
>100 ng/mL? adequate response.

8. Is the diagnosis anemia due to HIV4? Yes: Go to #9 No: Go to #10
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9.

Is the Hgb <10 g/dL or Hct <30%

AND

Transferrin saturation >20%

AND

Endogenous erythropoietin <500 IU/L
AND

If on zidovudine, is dose <4200 mg/week?

Yes: Approve for up to
12 months

No: Pass to RPh.
Deny; medical
appropriateness

10.1s the diagnosis anemia due to ribavirin

treatment®?

Yes: Go to #11

No: Pass to RPh.
Deny; medical
appropriateness

11.1s the Hgb <10 g/dL or Hct <30%

AND

Is the transferrin saturation >20% and/or
ferritin >100 ng/mL

AND

Has the dose of ribavirin been reduced by
200 mg/day and anemia persisted >2
weeks?

Yes: Approve up to the
length of ribavirin
treatment.

No: Pass to RPh.
Deny; medical
appropriateness

12.Has the patient responded to initial

therapy?

Yes: Approve for up to
12 months

No: Pass to RPh.
Deny; medical
appropriateness

References:

1. National Kidney Foundation. NKF KDOQI Guidelines. NKF KDOQI Guidelines 2006. Available at:
http://www.kidney.org/professionals/KDOQI/guidelines_anemia/index.hecessed May 25, 2012.

2. Rizzo JD, Brouwers M, Hurley P, et al. American Society of Clinical Oncology/American Society of
Hermatology Clinical Practice Guideline Update on the Use of Epoetin and Darbepoetin in Adult
Patients With Cancer. JCO 2010:28(33):4996-5010. Available at: www.asco.org/institutguality/asceash
clinical-practicequidelineupdateuseepoetinanddarbepoetiradult Accessed May 1, 2012.

3. Rizzo JD, Brouwers M, Hurley P, et al. American Society of Hematology/American Society of Clinical
Oncology clinical practice guideline update on the use of epoetin and darbepoetin in adult patients with

cancer. Blood. 2010:116(20):4045-4059.

4. Volberding PA, Levine AM, Dieterich D, et al. Anemia in HIV infection: Clinical Impact and Evidence-
Based Management Strategies. Clin Infect Dis. 2004:38(10):1454-1463. Available at:
http://cid.oxfordournals.org/content/38/10/145Accessed May 8, 2012.

5. Recombinant Erythropoietin Criteria for Use for Hepatitis C Treatment-Related Anemia. VHA Pharmacy
Benefits Management Strategic Healthcare Group and Medical Advisory Panel. April 2007

P&T Review:

Implementation: 10/13/16; 1/1/13; 9/24/12; 5/14/12
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_ Esketamine(Spravato)

Goal(s):

1 To ensure safe and appropriate use of esketamine in patients with treatment resistant depression.

Length of Authorization:
1 Up to 6 months

Requires PA:

1 Esketamine requires a prior authorization approval due to safety concerns (pharmacy and

physician administered claims).

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org

1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated?

Record ICD10 code.

2. Is this an FDA approved indication? Yes: Go to #3 No: Pass to RPh. Deny;
medical appropriateness
3. Is the diagnosis funded by OHP? Yes: Go to #4 No: Pass to RPh. Deny;

not funded by the OHP.

4. Is the request for maintenance dosing of Yes: Go to Renewal | No: Go to #5
esketamine (for determining response to | Criteria
therapy) OR for continuation after initiation
during a recent hospitalization?

5. Is the patient 65 years or older? Yes: Pass to RPh. No: Go to #6

Deny; medical
appropriateness.
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Approval Criteria

6. Does the patient have treatment resistant | Yes: Go to #7 No: Pass to RPh. Deny;
depression (failure of two separate medical appropriateness.
antidepressant trials which were each
given for at least 6 weeks at target Recommenq an
A adequate trial (minimum

of 6-8 weeks) of 2 or
more antidepressants.

7. lIs the patient currently on an FDA Yes: Go to #8 No: Pass to RPh. Deny;
approved dose of an oral antidepressant? medical appropriateness.

Esketamine is indicated
for use with an oral
antidepressant.

8. Does the patient have documentation of Yes: Pass to RPh. No: Approve for
any of the following: Deny; medical induction phase only: 28

appropriateness. days of treatment with a

9 Current Aneurysmal vascular disease maximum of 23 nasal

or arterial venous malformation OR spray devices (each

device contains 28 mg of

 History of Intracerebral hemorrhage esketamine)

OR
1 Current Pregnancy OR
1 Current Uncontrolled hypertension

(e.g., >140/90 mmHQ)

Renewal Criteria

1. Is there documentation that the patient Yes: Go to #2 No: Go to #4
demonstrated an adequate response
during the 4-week induction phase (an
improvement in depressive symptoms)?
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Renewal Criteria

2. Is the request for administration of Yes: Go to #3 No: Pass to RPh. Deny;
esketamine once weekly? medical appropriateness.

Esketamine is
administered once
weekly after 4 weeks.
Other dosing frequencies
have not been
adequately studied.

3. Has the patient been adherent to oral Yes: Approve for up No: Pass to RPh. Deny;
antidepressant therapy? to 6 months medical appropriateness.
(maximum of 12 per
28 days)
4. Has the patient been on therapy for at Yes: Pass to RPh. No: Approve for
least 4 weeks? Deny; medical completion of induction
appropriateness. phase (total 28 days of

treatment with a
maximum of 23 nasal
spray devices (each
device contains 28 mg of
esketamine)

P&T/DUR Review: 10/21 (SS); 2/21(SS); 7/19 (KS)
Implementation: 1/1/22; 3/1/21; 8/19/19
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Estrogen Derivatives

Goal(s):

1 Restrict use to medically appropriate conditions funded under the OHP

Length of Authorization:
1 Upto 12 months

Requires PA:
1 Non-preferred estrogen derivatives

1 All estrogen derivatives for patients <18 years of age

Covered Alternatives:

1 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
1 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated?

Record ICD10 code.

2. 1ls the estrogen reques
years old?

Yes: Go to #3

No: Go to #4

3. Will the prescriber consider a change to a
preferred product?

Message:

1 Preferred products do not require a co-pay.
Preferred products are evidence-based
reviewed for comparative effectiveness and
safety by the Oregon Pharmacy &
Therapeutics (P&T) Committee.

Yes: Inform
prescriber of covered
alternatives in class
and approve for up to
12 months.

No: Approve for up
to 12 months.

4. Is the medication requested for gender Yes: Go to #5 No: Go to #6
dysphoria (ICD10 F642, F641)?
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Approval Criteria

5. Have all of the following criteria been met?

1 Patient has the capacity to make fully
informed decisions and to give consent for
treatment; and

1 If patient <18 years of age, the prescriber is
a pediatric endocrinologist; and

1 The prescriber agrees criteria in Guideline
Notes on the OHP List of Prioritized
Services have been met.

See: https://www.oregon.gov/oha/HPA/DSI-
HERC/SearchablePLdocuments//Prioritized-
List-GN-127.docx

Yes: Approve for up
to 6 months

No: Pass to RPh.
Deny; medical
appropriateness

6. Is the medication requested for hypogonadism?

Yes: Approve for up
to 6 months

No: Go to #7

7. RPh only: All other indications need to be
evaluated to see if funded under the OHP.

If funded and
prescriber provides
supporting literature:
Approve for up to 12
months.

If non-funded: Deny;
not funded by the
OHP

P&T / DUR Review:
Implementation:

1/17 (SS); 11/15 (KS)
4/1/17; 1/1/16
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